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=-—-Jpon commencing at «10:00ia.m. 
DR. RALPH KAUFFMAN, Resumed 


MS. THOMPSON: Good morning, Mr. 


Commissioner. 

THE COMMISSIONER: Yes, Miss 
Thompson. 

MS. THOMPSON: Just to follow up 
on something that was raised yesterday. Mr. Hunt 


asked for a reference to Dr. Bain's testimony 
respecting the 16 children he Cited to have 
convulsions or seizures. That information is found 
in the examination by Mr. Labow, Volume 62, page 
3894. Dr. Bain names the 17 children there 
including a Baby Hotchinkson and that baby 1s not 
one of our 36, the others are. 

THE COMMISSIONER: Yes. So, there 
Fs Wal = fabs Weeds aio le} ba as Pte lle = gyno = Bean wip 2h reer IB 


MS. THOMPSON: No, there were 17 


babies. 

THE COMMISSIONER: 17, I see. 

MS. THOMPSON: And Hotchinson was 
not one of our babies. So, that would leave 16 


Ob OUR JG loDabiLes- 
MR. ORTVED: What was the volume 
number again? 


MS. THOMPSON: Volume 62 at page 
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1 
2 3894, 
3 MRSMHUNT 2. also found another 
4 reference to Dr. Bain's evidence re seizures. 
5 | THEY COMMISSTONER-ON Yesye all~ right. 
MRO HUNT => o0tids) Volume 6a; pages 
| 4099 to 4103. IAs is ane Dameki'eeterdirect 
i examination. 
8 THE COMMISSIONER: Yes, all right, 
9 thank you. 
10 Mo. THOMPSONA Uhankoevon, Mrs! Hunt, 
11 L -ameqrareruls to. your 
A MRZHUNT: Sou areswelcome, 
THE. COMMISSIONER: & Mrz Oztved. 
x Mee wORTVED Thank. your Mr. 
Ps Commissioner. 
15 CROSS-EXAMINATION BY MR. ORTVED: 
16 Oo: Dr. Kauffman, my name is 
Fi Ortved and I appear here for a number of the doctors 
18 at the Hospi tal@tor Sickwenviodrensand including 
io among them are the clinicians in the Cardiology 
Ward. 
20 
As I understand your evidence, you 
a} performed an analysis of the deaths, principally 
22 from a pharmacologic point of view? 
23 AY Yes) uithatywasnthe request ato 
24 
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me and I then secondarily considered all the other 
information available to me. 

OF Rignt 7a Gusloom tuto account 
all of the available data which you have outlined for 
us: and that included the clinical data, correct? 

A. Mavs hen Whim eve hioim ster oy. 

Ors And as I understand it, you 
are a paediatrician? 

i THecUtsecOmreat: 

O- Not just a paediatrician but 
as I understand it have responsibilities as a 
Clinical sco-ordinatLonsantusos. atesattengingsphysacilan 
on a ward at the Children's Hospital in Detroit, is 
Bhat cCOrrecr. 

A. et wSeac OGrecda. 

OG And included among those 
patients for whom you have responsibility from time 
to time would be cardiac patients? 

A. hates iconrrect, 

Os So,.1) take. 1t-ithen, that 
assesSing the clinical picture is something that 
you felt competent to do? 

A. I felt competent to the 
extent that any experienced paediatrician would be 


competent. I would not compare my competence to a 
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seasoned cardiologist. 

OY Punderstanos Bic 1c 15 clear 
obviously on a review of your reports and your 
evidence here that the critical feature in your 
review of the data was the measurement of the digoxin 


data and particularly the post mortem values, is that 


COrrcect? 

ce No, not only the post mortem 
values. 

OF No? 

A. I had to take into consideratio 


all digoxin measurements that I had available to me. 

oye Right, and I am not suggesting 
that you dlon"t,. © am Just saying wilat "the dlgoxin 
data in total, including the post mortem values, were 
of critical importance te your analysis? 

A. Dis tens. COL t. 

(oy. And that obviously is the 
case, having regard to what you have told us, is 
the difficulty in distinguishing between death due 
to digoxin poisoning and death by natural causes in 
a child suffering severe cardiac disease, correct? 

A. Ce LoLoeo lo. Ure OL etn Lion 
to make. 
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data was of such importance in your analysis? 

A. it was of importance: because 
it owas one possibility and wt was. To think the 
primary reason I was asked to even look at the babies. 

ON Sure. And whereas the 
terminal symptoms may have .been equivocable, if I 
Can put it that way, the digoxin data might, as you 
put it, provide you with the objective evidence to 
come down on one side or the other? 

As Trydon  Cekneww2t COuULa go 
that far because I think that the digoxin evidence was 
important to me and, as we all know, it was of 
varying quantities and quality in the different 
cases. So, sometimes it was quite helpful and other 
times it was not very helpful. 

OG, Right. And in those cases, 
and I don't think we are far apart here, in those 
cases where it was helpful, Dr. Kauffman, it assisted 
you in deciding whether a particular death which, 
by its symptoms, may have been equivocal, was in fact 
reasonably probably due to digoxin poisoning? 

A. Teaching ttiat “LS ecOrrect, ved. 

Ge Now, what I would like to do 
is just deal with the deaths that you analysed 


sequentially - not all of them you will be happy to 
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1 
2 hear, Mr. Commissioner - and concentrating specifically 
3 on those deaths which you felt able to express an 
4 Opinion were reasonably probably likely due to 
5 digoxin- porsoning. The first of those deaths, as: I 
6 understand it in terms of time, is the death of 
: Stephanie Lombardo, correct? 

AG I haven't listed them in 
: chronological order, so, I can't answer you with any 
: certainty. I will take your word for it if you tell 
10 me that. 
11 oe. All right. Well, 2 am dealing 
12 with those deaths which, on your ratings, you rated 
13 2 OY above; al ievighne: 

A. Thats 1S" Correct. 
14 , 

OQ; Those are deaths you have told 
3 us you felt confident saying were reasonably probably 
: likely due to digoxin poisoning? 
17 A. Yes. 
18 On Just take it from me for the 


moment, Dr. Kauffman, someone here of the greater 
A will correct me if I am wrong that the earliest of 
those deaths in terms of time is Stephanie Lombardo, 
aLlerigita 

A. I think she died on 23 


December, '80. 
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Or That eis Ccormect: 
A. Ves, 
Gs Andixvt (pelolear, sliaepue 1 hcto 


yGupanaving tregaradwto your report filed here as 
Exhibit 266, that the critical efeaturcwinsyounscopinion 
regarding your conclusion insofar as Stephanie 
Lombardo was concerned was the positive finding for 
digoxin in a child for whompnoodidoxingwaseprescribed. 

A. I think that was a very 
important piece of information to me at the time. 

Os RighteveaAndtantadditional 
featurevor tanwaddiriohnalStactor ti sevyourmepinienethat 
her clinical course was, as you told Mr. Strathy 
yesterday, not incompatible with digoxin intoxication? 

A. That Lsacormacka 

Oe And to expand upon that, I 
don't think I would be taking any liberties to suggest 
that you were impressed with what you perceived as 
her sudden deterioration? 

DS Yes* 

On Particularly having regard 
to the fact that, as you saw it, she had been stable 
for a period of days? 

A. Cas 


Q- Now, you, I take it, are you 
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aware, because you told Miss Cronk,that the clincians, 

Dr. Rowe in particular telling us ascribed a different 

cause of death to Stephanie Lombardo, namely, occlusion 
of her ening correct? 

A. 1 don” teremember at. tne moment 
that, he said that. 

Q. AD eeront. 

A. I am not disagreeing with 
you I just don't remember it right now. 

Oe (AKAN CoctaWag oh: 7 

A. I recall that it was 
suggested to me that he at the time thought that that 
was a likely possibility. 

Os Right. And you I think 
indicated in your evidence that you acknowledge 

that that would be a reasonable conclusion? 

A. Mat 1s correct. 

Oe And in fact I think you went 
on to say in your evidence,the next day on November 
29th, and I am referring to Volume 71 at page 5579. 

THE COMMISSIONER: Do you have a set 
of transcripts? 

THE WITNESS: No. I wish if I could 
see a copy of my testimony as we refer to it. 


MS. CRONK: Here is one, Doctor. 
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MR. ORTVED: Thank you very much, Miss 
Cronk. 

THE COMMISSIONER: We haven't another 
set, I take it,available? 

MSs CRONK s+ UiNo, wenden’, sir. 

THE COMMISSIONER: Well, that is going 
to be awkward for you. 


MS. CRONK: I will see what I can do, 


reluigad 
MR. HUNT: We have an extra one here. 
THE COMMISSIONER: Have you an extra 
one. I wonder, if you have an extra one if you could 


put all three - well, how many have we got now, we've 


got three? 
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0), DowmyouUP have that recora, Doctor, 


Volume 71? 


7Sis 


A, Veulume Ty? 

0. Volume 71, page 5579. 

A. Righty at havewmre. 

0. And ‘the question, Dr. Kauffman, 


"QO Doctor, Lew me ben crear: about 
this. “slistietshunt. had an fact 
occluded, and I recognize that we 
don't have any autopsy or pathological 
findings to assist usS in a confirming 
sense in that regard, but I ask you 
LO -aSsumer tat tt nad, alloragnti. .LE 
tha itaosOocecurred sloctor,. of tie 
terminal events that this child 
suffered, the mode of her dying and 
the cause of those events, including 
the nature of her cardiac arrest, 
consistent in your view, could they 
be caused merely by the occlusion of 
the shunt? 

Jie Ves; jlethnink eo, -. think they 
could be. I think that in the absence 


of digoxin levels being detected in 
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B.2 

1 

2 "the tissue that would be the most 

3 plausible scenario to explain her 

4 death even in the absence of an 

5 autopsy." 

4 And then you.go on to tailkhabovte Ensedigoxin an the 
exhumed tissue, and I don't intend:to refer to that 

; now unless someone asks me to. I think the wording 

| you applied to-’it is*most plausible, sir,;~correct? 

9 A. THAteLSPGOLrrect, 

(2) 10 0. And that 1s something that you 
11 hold to. today? 
A. Yes. In the absence of digoxin 

data I think that was a reasonable assumption at that 
time. 


0. And just on the subject of 
vOULMOpU nT oneasitorthes chsildtbeingustablelinathe 
Periods pricrstowher deathFyido youghavetarcopy,otnthe 


Lombardormenarteiiethinke MeceEitiotican provide 1t to 


you. 
A. TIecAn cSttone: 
Q. Tres 1s Baht biti Noel is. 
A. Okay. 
0. First, before we look at the 


chart in detail, I would just ask you to agree with 


me that, Doctor, whenever you have a child who is 


da. 
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suffering from severe cyanotic heart disease, who 
has undergone an operation within the first three or 
four days of her life, in any event you have a child 
who is at some degree of risk, correct? 

A. That sncomrecwe, 

0. And.-céerbainly if »lcould.ask 
youltombiuirn “tovpagews som Ghateiospital record, You 
will see, Doctor, there a reference at the bottom of 
the page under date 18/12/80, and it is somewhat 
illegible, it has been -- 


A. Right at the bottom? 


0, Yes. 
A. Yes. 
0. And I understand that reference, 


and the evidence will bear me out I believe, that that 
was made by a Dr. Burns who is a qualified cardiologist 
who was training in*Intensive Care. It reads, the 
typed line of that reference reads: 
{Only eesystoliceanurmun. 2s." 

I am suggesting to you that that is 
not the best type of murmur to hear following this 
type of procedure to install this type of shunt? 

A. It indicates that the shunt 
may not be as large as you would have liked, and that 


there is not two-way flow. 
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0. Precisely. Underneath that 
reference you will see, on the next line: 
'SeenrwbycDr. Mizukawa Yeo! 
whom we have heard here was the attending cardiologist: 
" ... who agrees with murmur." 
DO you see *Ehat onthe next line 
underneath "only systolic murmur”? 


A. Wecan eae lor teore tliat. ragit, 


"who agrees with murmur". 


0. Rzght. 
A. Right. 
0, Now, I am suggesting to you 


that the evidence concerning that reference was that 
the patient was seen by the doctor, that there was 
concern about the shunt, and there was raised the 
possibility of reoperating and maybe revising the 
shunt by virtue of that murmur that they found 
troublesome. I take it that that entry there would 
accord with that view as you understand it? 

A. I think it would be consistent 
with it, yes. 

0. And I take it that you will 
agree with me that in circumstances where you don't 
have a good shunt in a baby such as Stephanie 


Lombardo, you have a baby in whom you can get a sudden 


change? 
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1 
» A. Thatears correcHe 
3 0, Aneechied  WArLEayon wis sturn 
z the page; do you have in your Hospital record page 38A, 
iLiwas left touttolmthe omiqunal Records 
5 
A. ithavechxhpbs EyegeAs 
6 
0. Thawhyseity 
: A. ParSsnlseice 
8 0. Yes. 
9 A. Okay. 
10 Q. And miviecouldtdirect you; 
il Doctor, to the second entry on that page under 21/12/80 
2 day 5, that I understand is in reference to the fifth 
day this child was in the Intensive Care Unit. Do you 
13 
see the reference there: "PTT's" all over the place? 
14 
A. ec). 
15 (), And then there is reference 
16 there following to certain of the values of the PTT's. 
Vy A. Down to 24 again, her PIT 
Ww 
18 later was 71", 
19 is that what you are referring to? 
Q, ThAESESacorrect. 
20 
A. Okay. 
21 : 
Q. I understand they were having 
= Bite evalti|es aichethe hepaminizationsef this childs 
y) 
23 and those partial thromboplastin times 
24 
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confirm that as far as you are concerned? | 

A. Thoseparespartialvthromboplastin 
times I guess. He doesn't have the normals, they 
are always reporting them over the normal that was nun 
at that point in time, are those on another sheet 
some place, you can't interpret the isolated time 
without knowing what the control was. 

0. Wes "don't havesthat, Doctor. 
The reference was to those entries and the fact that 
there was trouble with the heparinization of this child 
is that at least consistent with that? 

A. They were having difficulty 
apparently maintaining equal heparinization, or 
coagulation with heparin I should say. 

0. And then the reference above 
that is: "stable, looks blue most of the time", do 
you see that? 

A. Les: 

0. This is - bearing in mind that 
we know she died December the 23, 1982, this is two 
days prior to her death, correct? 

A. Yes. 

0. And the fact that she does look 
blue most of the time may be consistent with the shunt 


being of marginal operation? 
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A. Tt think would Get lect that 
there was still an adequate pulmonary flow. You get 
the impression that it may have been - the flow may 
have been changing from time to time maybe depending 
on the cardiac output at the point in time. Her 
transfer note for example says that the baby looks 
quite pink, cyanotic when upset. 

0. Right. 

A. And so she had some change in 
colour apparently from time to time depending on 
whether she was crying and so forth. 

0. Thats. ‘think re teallvy ty ipoint. 
We have a child whose condition “ws nottexact ly 
identical at all times. 

A. At least her colour, her 
oxygenization wasn't identical at all times. 

Q. And I am suggesting that 
having regard to the fact of her very young age; the 
fact that the murmur was perhaps indicative of the 
shunt being less than adequate; the problems with her 
heparinization; the fact that she did appear sometimes 
pink, sometimes blue. That there is a basis there 
for a more guarded view of her post-operative course 
than your characterization, which is stable? 


A. LT think stable is a relative 
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Lern, Vl am noi, io don teria 2 lave: on, cuarrel 
Wisi Wheat you are Suggesting. ~The fact that a baby 
With a ew shiint may Still be partly Cyanotre is” not 
partivonlaris-anustiais* 1 Mean that 2s"nol an intrequent 
occurrence. 7The fact 'cthat her cyanosis might be more 
or less at different times of the day may not 
particularly indicate thacvt she is "Unstable. Lhe 
fact that you ave having@dirriculty getting the® right 
rate of heparineiniusion and PTT*s=are changing Simply 
means’ you haven’ t found the right rate» for that baby 
yet. Ib May mean that whem sre re nov adequately 
anticoagulated that there is increased risk and in 
that period of ‘tame thactetne= shunt could develop a 
EMrombusTRbDuUL Medoneethink Te 1s"ehance In colour. 
She obviously is not well and stable is not equal 
to well and she would be susceptibel to all the risks 
inherent ina baby who had just had a shunt placed 
andMihe= shunt being anadequate in size. But stable 
also can mean that her vital signs were stable. 

She was active, seemed to be 
responsive to her environment and was able to take 
some feeds; so that 15 another*thing; "se it as a 
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or Al yiohte al een ene 
only point I want to make was that because as Mr. 
Scott mentioned on more than one occasion lawyers 
tend to Pe Simplisticy sh JUS aWanteds ou, LOUContirm 
for us that your characterization of "Stable" does 
not necessarily mean out of the woods. 

A. Oh, absolutely not. 


‘ey And as you have told us, 


having regard to the picture presented in this record, 
the shunt was open to a thrombus at any time. 

A. I think that was a risk 
obviously. 

0. And in any event one's 
impression of her post operative course the fact that 
death occurred or may have occurred as a result of 
an occlusion of the shunt is a reasonable one? 

A. VYeshatlvythink 2 tywould. “ves, 
ac. Wash 

Os And in terms of your 
characterization of Stephanie Lombardo's death you 


were swayed by the digoxin information? Correct? 


A. Pha tyes) correc ti. 
on That --- 
rk Ano: che tlacte tha ted dowot 


have autopsy information to confirm the shunt one way 


A a 


zi 


2: 35300 


ania Ayes fe 


i+ ath oadan em annie 3 
ave? Eee jf teMi he sei i - oo 


We part i, : 


ae ac) 


‘auc 1 oi Sell Sega ack a beet 


bee bret pe 16d, ee 2d 2m 303 © 


ai) to ade nasal sitemeter at 


Ohi ao? 7h ”" WV 
ae Toth at d ‘ 
| saviveq oda 63 Sxepan ee 


sidnioids Sod Reo ae dnusde gilts 


ti 


ca tl P4 if sh - 7 _ 
7, ae 
.yi anodvde 

at iba nay oa ren 


oviLds Tea 42c5q a te Aobdaoraet 
11 950 nigel seers 10 pawns ian et 


ovnee Bet See eda, Ia AAiaslyse call 


iy La gryy my 1 eet 


639329 10% 


Caos ereiols 


iv 


ANGUS, STONEHOUSE & CO. LTD. 


Ri i ai a Kauictiman, Cr.ex. o2 if 
(Ortved) 
OGstheyother. 
Ce Reoht. 
A. That would be extremely 
naan 
OF And that fact, namely the 


digoxin information as well as the autopsy information, 
you acknowledge was not available to the clinicians 
at the time? 

A. That pbs acorrect. 

O4 And their impression in its 
absence you told us was reasonable? 

A. Yeon, L.think it was. 

ee Now the second death in 
terms of time with which I would like to deal, the 
second one that you have characterized as being 
reasonably probably likely due to digoxin poisoning, 
is Baby Belanger, and that baby died I believe December 
ate Lo80r 

DO yourhave the Hospital record for 
that child? tere. Bx No any Qu 

A. Okay. 

Or. Now again, and I am referring 
CE HVOUre report, slr. Kaltimat ;soxitoLrclezo6, LESts 
clear that is again in relation to Jesse Belanger 


that a critical feature to your opinion concerning 
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thatvchild is the?digextneintormatron? 

A. Yes, I think it was. 

ON Again having regard to the fact 
there were positive findings for digoxin in a child 
for whom it was not prescribed? 

A. That. +scorrect. 

Oz And again, and I am going back 
to the questions put to you by Miss Cronk in your 
examination in chief, you were aware as given by 
Dr. Rowe that the clinicians” at*the’ time’ felt that 


this child's death was due to his general condition? 


A. Did I --- 

Os I believe you acknowledged 
alate wae 

A. Techink ie proebablyraid; but 


I don't know what I actually said. Do you have the 
reference there? 

A. Lethink*i?de wel believe it is 
in Volume No.7), 759580. 

MS >CRONK:5°L am not ™sure; your*questio 
perhaps implies that the Doctor knew at the time that 
he waS assessing the case. He knew it when I told 
him. 

MRY *ORTVED: ~OhyV-okay.° That is what 


I was speaking of. 
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THES WITNESS : Which was your 
question? 

MR A/ORTVED® POTS ThateMnes: Cronk?’ totd 
you of what the clincian's evidence had been concerning 
his general condition being the cause of death and 
that was something that you went on to say you felt 


was consistent with what you saw in this child. 


Right? 

A. Yes, I agree with that. 

On Pei uSe= wantrtov follow that 
up’ very briefly in “téermsveoft the basis for’ that. 71 


wouldiasktyou to®turn to page 58 of the record. 

A. bGPof ithe “Hesprtal record? 

Os 58 Gf the Hospital record. 
You will see the entry at the top of the page, Dr. 
Kauffman, "Cardiology, put on O2 abbreviated shunt 
Muna eed 

A. Yes, I see that. 

QO. And you will know better than 
I, but I understand that the reference to abbreviated 
shunt murmur is again a less than optimal finding 
in a child in whom a shunt has been installed? 

AY That is apparently according 
to the little diagram they drew, the shunt was 


producing a murmur for a shorter duration of systole 
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than they would have liked. 

Oo Precisely. And that as I 
understand it can indicate that the shunt is perhaps 
too small but by the same token perhaps too large? 

A. Iscan*tepespondveorthat. 1 
Samenovce sure’. 

O. Alt righ tae Youtwrllerecall 
in any event that when you reviewed this particular 
Hospital record it revealed that rather than being 
returned to the ward from the Intensive Care Unit 
the child’ went to the Neonatal Intensive Care Unit. 


Deryous recall that? 


A. Wase thatathergAe= Ward 7Asor 
B? 

OF Yes. On the seventh floor. 

Ay Yess 

OIE And then 1f you will turn to 


page 62 of the Hospital! record there is a: note 
referring to the transfer from 7G, the Neonatal 
Intensive Care Unit to the ward. Do you see that? 
A. Right. 
Ot And one of the references 
concerning the condition of the child at the time 
of his transfer down to the ward was in the second 


last line, "Collapsed left lung". 
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TORONTO, ONTARIO (Ortved) 
A. Rreht. 
OF There are, as I understand it, 


having regard to the reference concerning respirations 
and the poe that the liver was somewhat extended, 
indications of possible early congestive heart 
failure? 

IN Well, it was either - 
apparently it was unclear to them whether the liver 
was down because of congestive failure or the problem 
with the lungs, hyperexpansion of the lungs may be 
pushing the liver down. I got the impression they 
were not Sure right then which was causing it, but 
the liver was noticed to be down further than they 
thought re should be. 

@; Do you agree in your review of 
the chart there was a concern about possible early 
congestive heart failure? 

A. T2AOn eesecally that xrighe now. 
I may have been aware of it at an earlier time. I 
don't see it on the chart. 

a All right. You agree that in 
essence the finding concerning the liver may provide 
a basis for that? 

ee Yes. 


On For that impression? 
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SERRE Re: SOAS Kauffman ,».cr.ex. 6281 
(Ortved) 
A. Yes, it may be a sign of 
congestive failure. 
ey Then I take it and I think 


you confirmed this earlier, you recalled that on 
autopsy there were findings consistent with a partial 
Di George Syndrome in this -child? 

A. res « 

oF And you have told us already 
that the terminal event was compatible with this 


child's disease? 


A. With the heart disease? 

OO Yes. 

Ae Tes: 

Oy And you told us also that you 


were taken by its suddeness? 

AY, Vegi. 

Q. I take it you are prepared 
to agree that a Di George Syndrome can lead to that 
sudden death? 

A. I don't consider myself an 
expert in Di George Syndrome, but from what little I 
know about it it can be associated with sudden death 
in intents, 

OF And so also having regard to 


the respiratory difficulties experienced by this child 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, cr.ex. 32 
(Ortved) 62 


I take it that you agree with me that that type of 
CONdEtiIOn, Can pre=dispose a Child” topghvopoxic 
episodes, respiratory distress? 

A. Yes. This baby apparently had 
some atelectasis in his lungs, the upper lobes, which 
means that some of the lobules or Tapes of the lungs 
weren't expanded with air, and in a baby who is 
already compromised like this baby was in terms of 
oxygenation, a decreased lung volume will make things 
even worse. 

Gx Again, and I am reviewing, 
you were swayed by the objective evidence of digoxin 
Tie bopoech i ie 

A. That was an important piece 
of information. 

ey Again that was a fact not 
known to the clinicians at the time? 

A. That is my understanding, yes. 

Os And their perception as to 
the explanations for the cause of death is one that 
is not without foundation having regard to your 
analysis of the Hospital record? 

A. Had I been there at the time 
I can't say that I would not have come to a different 


would not have come to the same conclusion they did. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO (Ortved) 


Q). Regt.  sLuLsdly rand tine. Ly 
I would like to deal very briefly with the Estrella 
Ghild,. Dr. Kautinan, con't think yousprobably have 
to have. the. record. placed nn tront ofavouston this, 
That is 4 dea th wwhacheoccirred wWJanverye! th, 198] and 
that is a death which you have told us you were not 
able to express an opinion as to whether or not it 
was reasonably probably due to digoxin poisoning. 

i Yes, I agree with you. 

ale And I take it from your very 
extensive review of this child and this child's death 
are aware of its condition in the period prior to its 
ultimate demise. 

A. eer. 

ee fnd 1 willl particularize it 
briefly, but I mean, this child was in very severe 
distress. Would that be fair? 

re Tenant chat Sabres one sad 
very bad anatomical heart disease and she was suffer- 
ing from progressive congestive failure that really 
wasn't responding to medical management adequately. 

oT And was not only intractable 
but was severe? 

A. Tes. 


Oe And her nutritional status was 
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TORONTO, ONTARIO 


(Ortved) 
1 
2 
D2 very bad? 
: A. I would agree with that from 
: waat Dvsawoon thertchartt 
5 5 She had, in the period of her 
6 last admission, experienced: seizures, respiratory 


arrest, some "bradycardia; icorrect? 
A. Yess 
Ox On autopsy there was positive 


finding for pneumonia. 


A. I don't remember that 
specifically. 

Oe ALE mgiite; 

A. But I haven't looked at the 


autopsy report recently. 


On Atha ona yerou don’t quarrel 
WLth that? 

A. No. 

O% And certainly the pathology was 


certainly adequate to explain this child's death 
absent any digoxin. 

A. I think just being presented 
her case without any other corroborative information 
I would conclude that her severe heart disease was 
consistent with her dying some time during early in 


lnfes "Youtcan"t say when. 
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ANGUS, STONEHOUSE & CO, LTD. Malti inet 7 Coe. 
TORONTO, ONTARIO (Ortved) 
OF Reign’. S0,.all oOreume other 


deaths to which you have assigned a rating of reason- 
ably probably likely duestovdigoxi1n = intoxication =--~- 

MS. CRONKS Sip, slémisorty 2aqain, 1 
don’t méan. to interrupt my friend but that is the 
fifth time that I have peers reasonably probably likely 
and I confess I have no idea what that means. I 
thought I did understand what the doctor had explained 
to be his categorization of these deaths. If 
Mr. Ortved thinks it means something else maybe it 
should be clarified. He s+qoteme nervous; sir; it is 
early in the morning and I don't know what reasonably 
probably likely means. 

THE, WOT NE SS ¢ I don't know either, 
that's why I chuckled a minute ago. 

THE COMMISSIONER: Certainly not 
certain. 

THE WITNESS: Ceyvtainly not certain, 
that is scorrectes 

MR: ORTVED: I am not entirely happy 
with that wording myself but the only Beason I am 
using itis becatisetyouftused 1tpP4so, “that iis*why I 
decided I would adopt it. 

THE WITNESS: Did I use them altogethe 


in that sequence? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6286 


TORONTO, ONTARIO 


(Ortved) 
MR. ORTVED: OF"-ThatesPwhat fr 
understand. 
A. Can you point me to that? 
Or Let me just find the reference. 


iG does We sayelons ee 
THE COMMISSIONER: What volume now, 
please? 
MR. ORTVED: 5868 angd or course I 
don't have the volume. But it's probably 70 - no, 
ER 
THE COMMISSIONER: Novae hs 2. 


Mo eRONKS Tes SSL, 


MR. ORTVED: Woe Ce iets tes 


THE COMMISSIONER: 5878? 

MR, ORTVED: SOOO. 

MS. CRONK: Reasonable probability 
is the language I see. 

THE WITNESS ¢ 5868? 

MR. ORTVED: Now, vou are not going 
to tell me that is different? 

Mow CRONK Well, maybe it is. 

MR. ORTVED: Well, that as what 1 
was trying to incorporate in my question. Let me 
just read the reference to it. 


THE WITNESS: I think what I said was 
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ANGUS, STONEHOUSE & CO. LTD. Kautinan, @6 sex. 6287 
TCRONTO, ONTARIO 
(Ortved) 


a little better grammar than reasonably probably 
Likely, 

Maw ORIVED: Okay. Well, you are the 
boss. 

THEW CTNE Se: \Iho are we talking about 
here at this point? 

Maa ORI VED: Os s Just Soo that. we 
understand one another, Doctor, let us read the 
evidence. This is at Volume No. 78, page No. 5868: 

"Obviously, Doctor, there are without 

showing any particular brilliance at 

Chris eimMewoe day, se. 

Now, that may have been before 10:00 too, Doctor. 

Vee. DOCLOG, three ratings within those 

two extremes. May we fairly infer 

from the ratings which you have outline 

on page 3 of this letter that any death 

WLth the rating of . 3 or more in 

your judgment was a case where there was 

a reasonable probability that death had 

resulted from digoxin intoxication? 

ONE There was certainly a possi- 

bility, andl suppose you could call it 

a reasonable probability, yes. 


i 3 or more? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, dr.ex. 6288 
TORONTO, ONTARIO 
(Ortved) 


"As Ba or more.) Tf weuld: certainly 

agree that those with ratings 2 and 1 

I really considered avery low probability, 

and I am not sure that realistically | 

I can differentiate between 2 andl, 

Dutad had ve use up the numbers." 

And I understand now why Miss Cronk 
was upset because it was her words I was torturing 
and not yours. The deaths which I want to deal and 
I hope I have been dealing are those in the case of 
Belanger and Lombardo where you felt there was a 
reasonable probability of death due to digoxin 
intoxieariony 

L,am suggesting tomyou, and I don't 
think there is any issue about this, that all of the 
other deaths to which you assign that category 3 or 
more, namely, a reasonable probability of digoxin 


intoxication; 5oin number, occurred in March of 1981; 


agreed? 
A. I wasn't aware of that. 
‘oP ALi rTenee 
A. But I wouldn't argue with you. 
O¢ Well, the other five are Hines, 


Miller, Inwood, Pacsai and Cook and will you’ take 


it from me for the moment that those all occurred in 
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Marechvof ab9u Be 

Be Tiwi ifaccert that unless 
somebody else corrects me. 

Os Pighie hey *suretwiliaiftt itm 
wrong ¥) *+That being! thetcase; {locking a@tvgaliroftfithe 
deaths you reviewed, and Gust have Gro ldsustrhes37 vand 
40 deaths respectively that I know are the same, but 
having regard to all of the deaths that you reviewed 
up to: March of 2951," thevonly ones that youvare 
prepared to say that there was a reasonable probability 
of death due to digoxin intoxication, namely, Lombardo 
and Belanger, that there was an acceptable basis for 


an alternative view, correct? 


A. At that time? 
O. Right 
1 Not at the time I >reviewediit 


but at the time they died. 


QO. Precisely, absent the digoxin 
intoxication, 

A. Absent the subsequent informa- 
tions 

fas Precisely, there was a reason- 


able basis for an alternative view. 
AS Yes. 


Op And the alternative view was, 


——— re Se 


Sits apenas 


art wit 


ime2be Litw 


( 7 7 . : ' 
ve #tUo VFS BETS ‘hha | 


vet? “oaeTR 0 


45 piconet: ,Gaag ens yarfted sad? ara : *.. be 
tert veel coy fee YbeGeekees 9g ania ee 7 ; 
a t dai evisoaqaty ade mh, oi ; 
* ‘ooh ott vo tie eo) bee ever le _ 
ub wine «te 9fOL 2m omit ae ge 
Act nix Shodé fant yawned bernqesq | | ‘> i 
Lethe vot erie) atten ib es enh ateeh ae |. 1 hd on 
on bw antet? deve e¢ptenjetst ak. - tt | 
tonaiqes: aly, Geared ie ns tl A hia 
“anes Jett? ai: an TR ~ 
ayia. a? | 
+c & aint sid fs 30% sh 
“  stiebty yoity amat atg! 3n tod 
fixgpih set Ip nin \vidaiset’ e:. 
| snpiawiteorhh | if 
- | 
~amaoins inoupeordin Of9 dnoeds A 7 | : He ; 7 
“neo niet i now Grete ,yleulows “af 


“wally ovissnzed fa he 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. B22 
TORONTO, ONTARIO (Ortved) 


namely, not homicide but death due to natural causes. 


A. Or complications of their under- 


lying illness I would say. 

Ox RighteesAndsthel eriticaleftact 
uponswhichsvourgopsntonsturns) isetherdagexin datasiin 
respect of those two Besar which you acknowledge 
was available much later. 

A. Yess 

Or Now, what I want to do next, 
Dr. Kauffman, is just analyze briefly your respective 
Feportssinmrelation  tosthe meporteto Mr. Wiley and 
the report to the Centers for Disease Control. 

As. Wunderstandoit, in £théeereport) to 
Mr. Wiley you analvzed 40 cases. 

A. I looked at information, not 
charts on all of them, but To lookedtaiy information on 
some additional cases more than 40, but I really 
focused on some less than 40. 

oir Alavi qgheeeatedt, al think 
will havelto askevoueto clarifytithatk. 

Au Well, in my second letter I 
believe I indicated - maybe I'm wrong - no, I'm sorry, 
it-is not an @thes letternaeAt sornetpoint I thought f 
had indicated that I reviewed case summaries and any 


other information that was provided to me on a larger 
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number of infants, but the ones I really reviewed were 
these in the 35 to 40 cases that we are talking about. 

THE COMMISSIONER: Ate cee very 
béginning®ot your’ first; Wetter, eyour- fire’ report, 
you say that you have reviewed approximately 40 deaths 
and has included a review ne case summaries as well 
as a review of the original charts of 30 of the cases. 

THE WITNESS: Reghey Okay; that 1s 
COrrecrs ) 

THE COMMISSIONER: And of course you 
go on to specifically deal with 10. 

THE WITNESS: Right. 

MR. ORTVED: Q. The reference that 
the Commissioner has put to you is the one that I have 
been going by and that's why I took the number 40. 

i igs The first letter, yes. 

Se- Were there cases in addition ) 
to the 40 that you reviewed however summarily? 

A. Tecan ct Oocument 1t for vou. 
Now, I think I reviewed all of the case reports 
prepared by Dr. Hastreiter which may have included 
some additional cases. 

Os Thactose riot. 
we But I didn’t spend much time 


with them because there was really no pertinent 
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digoxin da'ta ‘that was helpiub to me, so, 1 didn't 
fecus on then: 

ON Thea t.'s~ fai re Sop “you more ‘or 
less focused on 40 and you concentrated for the 
purposes of your report to Mr. Wiley upon an analysis 
from a pharmacologic So imanee view? 

A. Tae Us orrects 

Gh, Also bearing in mind the 
clinical picture of those children as they presented. 

A. That *s' right: 

oy And you were able to determine 
that there was objective evidence providing a basis 
for “an expression. "of Gpinion on your part in lO of 
those cases? 

Ae Pech nie cit, was Correct, 

Or. Braesthiat.iis to say, and this 
is about the extent of my mathematical ability, there 
are 30 cases in which you weren't able to express:: 
such an opanionies0 of the 40% 

A. PVtCHink that tindicated 1 
didn't have enough information to really express an 
Opinion, yes. 

On Right. And that would be in 
30-O£ “the? 40? 


A Yas, «Ll «dém & knowevr a t was 
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1 
2 
exactly 40, .°1.said approximately 40% 
3 OQ. Al Leng bi 
4 A. BUub~LERLS a2pproximately 40. 
5 Gy And,thateis-~to-say, that 
6 objectively, to use your words, and I hope I am being 
7 fair that.thereswasano objective evidence of digoxin 
3 toxicity in those approximately 30 cases. 
A. L.cthink thakyustanrtairearepre- 
; sentation of my wording. 
10 oF And in the 10 cases in which 
11 you did feel competent to express an opinion, having 
12 regard to the information available TOBVOU, ion wVOUr 
1G view seven cases supported an opinion that death 
14 due to digoxin intoxication was a reasonable 
probability. 
15 
A. Yes. 
16 
O: Three did not. 
Wg A. ethnicities. Correct. 
18 Oy So, therefore, we have a 
19 total of approximately 30 plus another 3.° So, 
20 approximately 33 cases in which there is no objective 
"4 evidence of death due to digoxin intoxication. 
33 A. I just didn't have enough to 
work with. 
23 
awe Right. And as I guess it comes 
24 
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TORONTO, ONTARIO 


| 
(Ortved) | 
1 
2 
as no surprise to any of us here, that analysis and 
: those conclusions tie in precisely with your analysis 
: dones for thet Canterstforabiseaser Controle 
5 OLAS I don't think there are any 
6 substantive differences; not that I intended it that 
7 way because I did them adenerde ney at different 
8 times and in different ways but it turns out that I 
P came to approximately the same conclusion both times. 
or Happily? 
10 
A. Pardon? 
it @2 Happily? 
12 Ae Well, I was relieved when I 
13 saw what happened when they showed me the tabulated 
14 datas later oh.wel didn't realize at the time I was doin 
15 it it was going to turn out that way. 
16 Oz AAMSe right. awl neanvyeevent, tin 
the analysis you did for the Centers for Disease 
\ Control you looked at 37echildren? 
i A. Thake Lust comreact: 
19 Ors And it waS again the same type 
20 of analysis, namely, from a pharmacological viewpoint 
a4 but taking antokaccountadnetcianicnd pichureyseatong 
92 with: thetother? data. 
93 A. esr 
+ Oy And there you were asked to 
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1 
2 
assign numbers about which you have told us you had 
: these reservations, and I won't go into those. But 
5 we have now canvassed the fact that in seven of those 
S cases, seven of the 37, you felt competent in applying 
6 a number of 3 and up. 
i nes Yes. 
8 o 1% Namely, a reasonable probability 
: of death due. toed i goxim Intoxication. 
AS Xess, 
10 
Ge That is to say, 30 you assigned 
HM one or two, namely, low probability of death due to 
12 digeOxil JdnrexicaLtion?s 
13 A. I think we added it up the 
14 other day,72tawas 20, 
15 Oe Well now, be careful because 
re if you look at 37 cases and you have assigned a 3 and 
up to 7 ob tiem. 
17 
Ae Well, there are 36 that you 
Js are concerned with here, one of them isn't a part of 
19 this group of babies. 
20 Gr Ol ae teat. 
21 is So, there are 36 and then if 
2 you substract the 7 that you have alluded to from 
93 those 36 you should get I believe the number, the 
i sum of those that were given either a 1 or 2 rating 
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on the CDC scale. I haven't added this up but I think 
that would be the way it would come out. Do you 


have the summary sheet there? 


Or. Li-should be 29 -eshouldn*t it? 
A. YOu. may be right: 
‘ON I mean, my mathematics isn't 


the greatest but 36 minus 7 comes to 29. 
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THE COMMISSIONER: We are now - I think): 
you, are’ referringProLExhi bit) 275i which) is’ your criteria 

THE WITNESS: Right. 

THE COMMESSTONER.® © Por thetrating, 
and that is - but those were in Group 1, but we also 
have -- 

MR. ORTVED: Group 2. 

THE COMMISSIONER: Group 2. 

MR. ORTVED: Right. 

THES WLTNESS¥YOUTa® yous eubtract- Group” 1 
and Group? 2%from the original 36 -- 

MR. ORTVED: Q@ You get 29, 

MS. CRONKSOMYourget. 75 

MRe ORTVED?ngOh “yes, eyourgetel. 

THE WITNESS: “Yes: 

MERE EORTVED: BOStThatkeleavesa2z9ain 


Groupssi gancce. 


A. I believe you are right. 
Q, Okay. 
A. And if you added one that we 


are not considering here it would be 30. 


0. Mha tits what 8b echougit. 
A. Okay. 
0. And we have the same 7 that 
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comment positively upon in terms of a reasonable 
probability of digoxin antexieatrvon, stouMr ey ewi-ley? 

A. Yes. 

0. And you went on to tell us 
Ehateof ther29ror-S0ePwhadtever wniethesleands2¥category, 
you "felt’comfortable in stating that 2Q@oB.those, in 
20 of those cases you can exclude the possibility of 
ar geoxin tntoxication? 

A. Uidgvanseesaveciat. «1 <don't 
want you to misinterpret’-‘yourare talking™about’ the 
CDC Report now? 

0), Yes. 

A. I don't want you to misinterpret 
the implications *o@ mvearatingse@GAsylLVthrnk. Litried to 
say the other day that if a baby received a low rating 
from me it meant either way there was no pharmacologica 
information to, wtthiwhich to®valueothe casej;ior 
there was information which indicated to me that it 
was highly unlikely that digoxin intoxication existed. 

0. AlherightereNow, I gusatiwant 
to co-ordinate your two respective reports, because 
there is one or two cases that are not common, and I 
ammanotegoungprougavinto them in. detail. 

for instanee,-in. your CDC analysis, 


you have told us that you assigned a 2 to both Babies 
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Gage and Baby Gionas; is that correct? 

A. Pech nse ciate s CoOLrect. 

0. And you explained to us, on 
Wednesday last, your basis for assigning a 2 to those 
children, and believe me, Mr. Commissioner, you may 
rest assured I won't go through that again. 

You als@ystated,. endaat ie at page 
S205. 

A. Of Volume 72? 

0), Of Volume 72, when Miss Cronk 
then went back over the ratings assigned to Babies 
Gage and Gionas and you concluded by saying: 

"I should say that while I am doing 
the search I really viewed the 
rankings of 1 and 2 as being children 
with which there was very little 
confidence that digoxin was indeed 
related to their death." 

Correct: 

A. That is correct, I don't see 
where you are reading but I agree with you, 

0. Volume /2, 16125 the Last 
sentence on page 5905. 

A. Okay. 


0. And you also told Miss Cronk 
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TORONTO. ONTARIO (Ortved) 
E.4 
1 
2 in reporting to Mr Wiley you did™not Gnclude) Babies 
a Gage and Gionas because you felt there was insufficient 
4 data on which you could relate to their deaths? 
5 A. That aS "correct. 
4 Q. 2 you also assigned to Baby 
Estrella? 
f A. Eventually, yes. 
e 0. And you have explained that 
9 rationale in your report to Mr. Wiley and I don't 
10 intend to lcanvase thatlagain?’”® Then Si yeu could iook 
11 TO SEX OPiS #2 foes. 
12 A. Are those the tabulations of 
13 the -- 
0. < think Mr-"EPliot has those 
14 
GUE £6n you. 
s A. Okay. 
16 0. You have in those two exhibits, 
Ley, Dr. Kauffman, in the summaries under "Cause of digoxin 
18 INCOXI Ca tole Or vance Estrella = 
A. You are talking about 273? 
0, I am talking about both. 
A. Okay. 
0. Let us talk about 273 first; 


under "Cause of digoxin intoxication" opposite Janice 


Estrella you have: 
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"Acute Event (single overdose)", 
do you see that? 
A. Right. 
0. And S090 PSG Gnwtxn tb it Ne we2/4, 
Dr. Kauffman, opposite Janice Estrella, under the 


heading: "Cause of digoxin intoxication" you have: 


"Acute Event - single overdose", 
COLLEC tas 
A. Right. 
0. That is a reflection of what 


appears in your rating sheet in Exhibit 272? 

A. Pha ts -conuect. 

Q), But as I understand it Janice 
Estrella, which is in my package here the No. 02044, 


it appears to me that your selection of: "Cause of 


digoxin intoxication", "Acute Event - single overdose", 


was likely made at the same time that you assigned a 
5,,namely Onathesatirsterun=through ofethatecase) 
would that be correct? 

A. Thateasicorrect: ecAnd) whenvl 
received the additional information and changed the 
rating I did not change the other parts and so that 
LS (10) SEeorg 

0. That is what I was going to 


say. 
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TORONTO, ONTARIO (Or tved) 
A. Yes. I neglected to change 
the comments. I changed the comments portion on none 


of the ones that I called and changed the rating on. 
So the comments reflect my original evaluation based 
on an erroneous assumption of digoxin only. 


0. So if today we were to be 


wunning through your rating sheet in relation to 


Janvce Betre lias tCakevwii and) ieameactual |) coing 


by your rating rélation to the Gronas child, your 


probable selection under "Cause of Digoxin Intoxication!" 


would probably be what "Not Applicable"? 


A. You are on the second page? 
O. Yes. 
A. Did digoxin intoxication appear 


LO be tie sresuit. On 

oO Yes. 

A. I would probably have either 
scored it "Unable to Determine" or "Not Applicable". 

Or Having regard to the fact 
that you indicate that you really can't conclude with 
any likelzhood, with any certainty that the child was 
overdosed with digoxin "Unable to Determine" may not 
be aS applicable as "Not Applicable", would you agree 
with me? 


A. I would agree with you. 
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OF Rnovee him: WNot Appiticablie" is 
probably a better category having regard to, for 
instance, your application of that term to the 
Glonas ichiklid, “whichds) Ivundersitand “1.0, sthejcases 
really having regard to your analysis, were not 
so different. | 

A. They were not identical, but 
in looking at them in the overall context and having 
to take into consideration the problems with the 
Estrella post mortem sample, I would not distinguish 
them on the basis of those .criteriai. 

es SGewhiisle shxctph its. .2 74, Tand 273 
are an accurate reflection of what appears in Exhibit 
2/2, in terms Of your " present. opinionsethe reentry 
Opposite Estrella should probably read, I am suggesting, 


"NottAppLicah le: 


BS} I would revise that, yes. 

O% Thank you. 

A. Today I would. 

OF The only other cases that are 


not»common ?totyourcreports to»Mr. Wiley; to the 
Centers for Disease Control are 'Joodcock and Onofre, 
upon which you felt unable to report to Mr.Wiley, 

but you explained why you couldn't express an opinion 


and that is reflected in the Centers for Disease 
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(Ortved) 


: Contxol “reportiwhere you assigned No. 1, correct? 
: BS, That" s acer rect: 
4 Ox Doctor pol sspokevtoryouwjust 
5 briefly bastentoht sand yyvau sindicated 7 tas el wunderstood 
6 to be the case, that post morten digoxin analysis is 
7 not a common place event an hospitals in North America 
8 today other than the Hospital for Sick Children, would 
, that be correct? 
oe I think what you asked me was, 
did we do 1t routinely in tourtiospitalrand ri *said) no. 
it Q. Yes. And as I understand it 
12 your Hospital is reflective of other hospitals on the 
13 Cantinentprotherathan Sthe tHospital rfor Sick Children? 
14 A. I don't know how reflective 
15 it is. I dont! know what happens, what’ the policy is 
ee attothersachildrents hospitals ful know #iowouldn lt 
compare it to other general hospitals. Itis a tertiary 
referral children's hospital associated with the 
e University, and in that way it is comparable to the 
19 Hospital for Sick Children, and it is comparable to 
20 a number of other children's hospitals in North 
21 Amer Lea wearin gterms tol pwhatrothercchrildren ksiyhospi tals 
2 policies are about doing toxicology studies routinely 
93 at autopsies I have no idea. I can tell you that 
digoxin measurements are not routinely done at autopsy 
24 
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in our hospital. 

i es This is a subject about which 
I thought you would probably be more knowledgeable 
than I, maybe you say you are not. It is my informa- 
tion that routine post mortem toxicology analysis, 
sisted wtp werstom gee eno ele wg Ene toetn relation to digoxin are 
not done in hospitals in this Continent save and 
except fOr Lue Hospital tor sick Chitdren, do you 
disagree? 

A. I think I can answer that in 
general. . Lhink=tnat tes impractical to do an 
full toxicological workout on every autopsy, it is 
just not practical. So in my experience toxicology 
evaluations have usually been done for patients in 
whom there was some reason to believe it might be 
useful as a part of the autopsy. If you were going to 
do routine drug assays, how would you know which one 
to choose anyway? 

0% That was going to be my next 
question. 

A. Trvdon t know how, 2f Iwas, 
say we were going to routinely do drug assays in 
autopsies, I would just - open ended like that, I 
would not know where to start unless you did a 


complete toxicologic workout and that is inordinately 
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ANGUS, STONEHOUSE & €a: LTO. (Or tved) 
TORONTO, ONTARIO 
expensive. 
ems And impractical? 
Nye Pardon? 
oe And impractical? 
A. Tt's impractical because of 


the time and resources involved. 

Os Precisely. Yet as you have 
eLeo. beens Very fair In conkirming Loree .a1 focie 
absence of - for instance, a post morten test for 
digoxin, it is very difficult to say whether a 
particular death may or may not be due to digoxin 
intoxication; Or An a cardiac patient underlying 
heart disease. 

A. Unless you have documentation 
that an overdose did indeed occur. 

OF Well obviously, but absent 
that. 

Ds But absent that, particularly 
if the child was never known to have been given 
digoxin therapeutically, I wouldn't think one would 
particularly suspect it unless there were other 
extentuating circumstances to suggest it. 

OF And I take it that you as a 
Pediatrician Lecponsible Lor patients in a children's 
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occurred wlthvardualiecy (Of Sihere Duc etor tue Grace 
OPGocd. Gouri 

Ae I don't know how to respond 
to that question. Obviously we never want adverse 
things to happen to our patients... “l am mot coo sure 
what you are implying, eae ae all run a fair amount 
of risk when we practise medicine. Part of it we 
thbnk coming from your profession, but I won't pursue 
Eat, 

On Mu Onis) eG cuee hey, tit LT) 
fact there were deliberate overdoses of digoxin 
administered at the Hospital for Sick Children, 

Dr. Kauffman, which you feel was a reasonable 
probability in at least seven cases. 

A. Correct. I think there is 


a reasonable prohability of overdose, yes. 
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OF Riont™. 2 that, occurred 
assuming it were intentional for the moment it is 
the sort of thing, that coulda strike anywhere? 
COLrecer 

Ay tT think I would Nave to agree 
that “any institution’ is susceptible to that Kind 
Of aCtuiVlly. [Or Gxolple,;*leudlGtesp oO. Ene CareLul 
precautions we take we have had things happen like 
babies admitted for child abuse actually sustaining 
broken bones in the Hospital under our care because 


a visitor mistreated them no matter how hard we tried 


to protect them. So I think we are always susceptible 


to some bad behaviour by somebody if such people 
decide to do something. 

Q. And the distinction between 
intentional overcose of a ‘divig digoxin, Lf in fact 
that occurred, and additional abuse to a previously 
abused child, the overdosing of digoxin may remain 
masked having regard to its very mimicking symptoms 
for a longer time? 

A. Pci that your level of 


suspicion would be much lower in the case of digoxin 


you describe. I assume you are talking about patients 


that we are considering here, patients with severe 


heart disease who are relatively high risk because of 
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their condition and have symptoms that could be 
compatible with a number of things. 

I think it would be less easy to 
discern under those conditions what the cause was 
Char suney ou had a child who you know you had admitted 
because you knew they may have been abused and so 
you were watching carefully, and if something as 
Oobylous tasMaviracture oecirse you knowethaterechas 
indeed occurred. 

MRVSCORTVED: Thank you very much, 
DOCTOL. 

THE COMMISSIONER SOnThank. you7yeMn: 
Ortved. 

Miss Symes? 

CROSS-EXAMINATION BY MS. SYMES: 

Q. Dr. Kauffman, my name is 
Beth Symes and represent the Registered Nurses 
Association of Ontario and 38 individual nurses who 
are involved in this case. 

Dr. Kauffman,I gather that when you 
were retained by the Police and by the Crown Attorney 
prior to August of 1972 you had no prior knowledge of 
the cases? 

AY I had a very vague knowledge 


that something unfortunate had happened at the 
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Hospital for Sick Children but I knew nothing beyond 
Cia, 

Ou. Did you. know, for example, 
that a nurse had been charged with murder of four 
of those children? 

7 No witch Gegio sits teu ars ved 
in Toronto and was provided - that was among a lot 
of other anformation. Je think [i ectusali yo became 
aware of that when I read the Vanek - I don't know 


the name of the document. 


Oa Reasons for Judgment? 

A. Yes, Reasons for Judgment. 

oF And when did you receive those? 

A. I don't remember, but it was 
some time - I think those were sent to me shortly 


aber yet ret viel tetOo,rOLroncLo. 

Os So you would have had the 
Reasons of His Honour Judge Vanek before you did 
either the Poli ceskeport or the CDCerating? 

A. Yes. I reviewed a lot of 
background sin ormativon prior LOutLhat. 

oe And I gather that when you 
attended that meeting on August the 27th, 1982 
here in Toronto you knew that the Police were 


investigating homicide? 
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Kauffman, cr.ex. 6311 
(Symes) 
i 
2 A. Yes? *irtdidt 
4 3 OF And that you were going to be 
4 Part of the ‘ongoing Ene oR PRE 
5 Be Well, I*didn’t realize I was 
6 going to be a part of an ongoing investigation. I 
wasn't sure at that point what I was going to eventuall 
: do. Had’ I Known I"probabity would not@have’ come. 
: lk Nevertheless when you committed 
9 


yourself it became “quickly apparent that in fact you 
were part of an ongoing investigation? 
A. I was aware quickly that I was 


going to be asked for expert medical advice that would 


be used in making decisions about an investigation. 

OF And we know that there was 
a meeting on September 13th of a number of people 
who were present at the August 27th meeting, and 
we know - we have had as an exhibit, Exhibit 26l, 
the fact that minutes were kept of that meeting of 
September 13th, 1982. 

Were you invited to that meeting? 

A. I don't remember for sure, 
but -as* {fF —-= 

oi You didn't attend the meeting 
apparently? 


ee No, as I recall I was asked 
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TORONTO, ONTARIO (Symes) 
1 
Z to attend and [had a confiteteandet aiatnet attend. 
3 OF Dr. Kauffman, did you ever 
4 see those minutes? 
5 5 A. Ney Decmdenot: 
Oh At any time? 
: A. At any time. This is the 
d first time I have seen them and I haven't read them. 
8 Ox I gathered that you said 
9 that --- 
10 A. IenéevervdLaaseetany minutes 
1 of any of those meetings until this hearing this 
week. 
12 
On Were you informed of the 
: contents of the meeting of September 13th by anyone? 
i A. No. 
15 oh You said that you had had 
16 Dr. Hastreiter's case summaries to assist you in 
your work? 
A. Wheatlisacornects 
Q. And did you have his case 


summaries before you came up to Toronto on November 
Lope lossy ta dosivourn chartfreview? 

A. wes; Lmdvd % 

O32 Were you aware of his opinion 


with respect to the cause of death then of the babies? 
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TORONTO, ONTARIO (Symes) 
6313 
1 
Z A. To the extent that at the 
3 bottom of some of the forms he had checked a poor, 
4 good, fair, good 'or something ike; that. oe fect 
é pay much attention to that because I immediately 
disagreed with some of them so I just discarded that. 
: I may have picked up something from 
i thats but el edombeconsciously recall paying sany 
8 attention to those scores. Other than that I was 
9 not aware of his overall opinion. 
10 oy Were ryou awatese-= 
1 THE COMMISSIONER: Excuse me, his 
case summaries? 
12 
THE WITNESS: Yes. 
a THE COMMISSIONER: Are they the case 
ae summaries that we have? 
15 MS. CRONK: What has been referred to 
16 as Dr. HaStreiter's report. 
ig THE COMMISSIONER: Yes. 
18 Mer CRONK@S sl tei sceinatact)arcompliilation 
6 of individual case numbers. 
THE COMMISSIONER: Well, did he have 
some sort of code on those? 
a THE WITNESS: May I show you what I 
22 was referring to? 
23 THE COMMISSIONER: Yes. We can't have 
24 
25 
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a private conversation. It is against the rules, 
but you are jaying.-—-~ 

MS CRONK a. ita Voustookeais waxhibit 
264 which has been marked before you, you will see 
at the bottom of each individual child's sheet a 
space for categorization as to probability of massive 
digoxin overdose. 

The categories are small, fair and 
good. 

THE COMMISSIONER: Where are these? 

MS;. CRONK:. At the bottom of each 
child's sheet. Pick any child and on the bottom of 
the cover page for that child.--- 

THES COMMISSIONER: .Ohyacves,, ll seeuit, 

MS. CRONK: You will see the 
categorization. 

THE COMMISSIONER: Yes, I see it. 
Thank you. 

THE WITNESS: That is what I was 
referring to. 

THE COMMISSIONER: Exhibit 264. 

MS oe MES tno). You had those then 
before you came here on November 19th, 1982? 

A. Mites COrrTect. 


O: And before you came on November 
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ANGUS, STONEHOUSE & CO. LTO. Kau peman ¢ cr~ex. 


TORONTO, ONTARIO neers ei 6315 

\! 

2 19thypolsszZediasvyoutknawe- had *ycuihad yany discussion 

a with either the Crown Attorney or the Police as to 

4 which of the 36 babies were in their opinion 

5 suspicious or most suspicious, whatever terminology. 

2 A. I had asked them to facilitate 
. my review and to make most efficient use 

: or my time which ones they would like me to review 

: in detail first, and in that sense they gave me a 

9 list of 8 or 10 that they wanted me to look at. 

10 Qs Most particularly? 

ti AS 2682 

12 oF You-tolLdSus in V’iactPyou 

1B divided that single day not equally amongst 36? 

A. Noy i“am noe talking*about that 
ms day, I am talking about earlier. Early on I talked 
i with Mr. Wiley and some of the police staff and I 
16 asked them for some - because we had a large number 
17 of babies and I said give me some priority list and 
18 UWilt Peckwercetnoce titst. ~And so I got a list of, 
19 I don't remember how many, but 8 or 10 babies that 
20 they wanered@=me ta took ’at first: 

oP Loer toor-awe BXn¥pLe=273% 
= it is one of the summaries that Commission Counsel 
- has prepared of your gradings. 

23 Dr. Kauffman, do those babies that 
24 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, cr.ex. 
(Symes) 6316 


1 
2 you were to look at those particularly all appear on 
9 aa 
4 A. é I suspect they do, but unless 
5 D-could find, dig out Ehat Mandwritten note and 
F compare them I couldn't tell you exactly with 
certainty, but I suspect that they are among these 
S) : 36 babies listed here, yes. 
. Q. Do you have them with you? 
9 A. I may have and it will take 
10 mea while “toidig. “ican look forat - L would be 
11 WELLING: COM LOO Ome &. Pleevole wish . 
12 oO. Could I ask you if perhaps 
re you do have time at the break, but I would ask you 
from your memory are the 8 that you were - it was 
14 
either 8 or 10? 
A. Yes. I don't remember for 
sure. 
OF Were all of those in ratings 


2 £0. 5 nelusive? 
THE COMMISSIONER: I have a problem. 
I understood this is what Mr. Wiley wanted you to 
look at and this really has nothing to do with the 
Atlanta Report. I would have thought that the 
appropriate question isare those the babies that are 


included in your report to Mr. Wiley? 


o?o a 7 Wy cl a | iA 


On 


ea) 1 tir nid Cc 


vam bir sa TE raghlt oh ane 
| “7 

i, oh ean 

vigie’ souqmve 2 att. ea 


oiinwbdat 20m 108 2 si 
wea, WOW aes “ome ze 
vert) sad Peer jy aud phen 2 
bk saa a 


UDY Ma j ne) 


mi 

‘ pe radi Nem AN | 

lb» tod Oo mpi, <3. Jean o fit) eB om 

fe te OY sgisg-xot Biot 0 ude 

pepe Von 1cugy, 4an, 2 bi ia bop is La) 

fe: ny tee ne etd ails 6 outs seg ae 

4 boy. tea) = pits a8 yrOMan thay riot = 
ee ig: oo 
isnot 2 Ob. eee ae, wea | 


gp rsrn (ia se ens, to" ‘ike 


e 


i 
= Le Ce 


; 


x i: a i etre 


10 


ANGUS, STONEHOUSE & CO, LTD. 
TORONTO, ONTARIO MatilLiman, core. 


(Symes) 6317 


MS. SYMES: Well, I don't know that 
and I just want - I just used 273 as a relatively 
handy list of the children involved. 

THE WITNESS: I would really rather 
answer these questions for you accurately and see 
if I can find some documentation to give you an 
accurate answer before I respond. 

MS", SYMES: Could lejust leave that 
then? 

A. Yes, let's come back to it. 

Oye And if we have our 20 minute 
break I will ask you --- 

Ae Right. I would be happy to do 
Ghat. 

Q. Dr. Kautiman,, have,you ever 
before ins your Career participated in a rating of 
clinical records, on theybasis .of pharmacological 
ey iaenees 

A. Not in the way I did it this 
time 00. 

O. Have you ever before been 
part of an epidemiological study? 

A. I am not an epedemiologist. 

am No, I am sorry, have you ever 


acted as a consultant in epidemiology? 
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ANGUS, STONEHOUSE & co.LtTo. Kauffman, cr.ex. 


TORONTO, ONTARIO ( Symes ) 6 ehiL 8 
A. Yes, I have. 
Q. And have you ever --- 
A. I have submitted — I shouldn't 


have answered no to your previous question. 

tT recall @now a few. years ago I was a 
consultant to a researcher .in Rochester, New York, 
and I was asked to review a whole series of cases 
that had to do with medication administrations by 
mothers, and I did a rating? likes thiswand, then, 1t 
was used in an epidemiologic study so I guess I had 
done it before. 

oF And other than that have you 
participated, form examnple,vin.rating children for 
general statistical studies? Epidemiology indicates 
disease, doesn't it, or trends. How about just a 


straight statistical study? 


A. Well, I use statistics all 
the time. 

QO. Have you ever done --- 

AS You mean ratings? 

O.. Where you made ratings based 


on your clinical judgment? 
A. Well, I have published papers 
On pain and I used rating scales to assess pain. 


Oe All right. So then you would 
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ANGUS, STONEHOUSE & CO, LTD. 
TORONTO, ONTARIO 


Raut imam. crouse. 


(Symes) 6319 


be familiar then and would have participated in other 
research models, other statistical models? 

A. Yes, I think I could agree 
with that. 

Oe Now in this particular case 
you were I gather not blinded to the names of the 
children? 

A. AWG: | on eh Mere way alfa yelp 

Ove And I gather that an ideal 
model would be that you not know the name? 

A. I think if I were designing 
this whole study perspectively I would have rated 
them blindly. Unfortunately we didn't have that 
Luxury. 

OC. And the reason I gather for 
the blinding of the charts or the blinding of you 
with respect to the names on the charts is to make 
sure that your evidence is not in any way biased or 
influenced by previous information? 

A. Tharsis correct... Lr yourcould 
do it that way that would be the goal. 

oO. I gather you were also not 
blinded as to the date of death? 

A. icties oe Comretre. Un tact oat 


was a piece of information I had to have available to 
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me to make my assessment. 

Ole Well, would it have made any 
difference if you had been --- 

A. Oh, you mean the date at which 
I see what you mean. The date at which this 
particular individual --- 

OE Yes, died. 

A. No, 2. was) Not DLinged. to 
chat. 

OR And would you agree with me 


that that is in an epidemiology study a good 


cheracteritsric to ery Lo. buLid An? 
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ANGUS, STONEHOUSE & CO, LTD. Kautfiman, ef sex. (Sy Shik 


TORONTO, ONTARIO 


(Symes) 
A. You mean the blinding? 
oF The blinding. 
A. I think if you are designing 


an ideal epidemiologic study you want as much blinding 
as possible to avoid inadvertent bias. | 

Oy Ned, I gather that you were 
not given your criteria on which to design your 
observations, that all you were asked to do is use 
5 as the greatest degree of probability and 1 as the 
least degree of probability and Atlanta left it up 
to you completely what criteria you defined 5 to be, 
4 to be, et cetera? 

a. whet 16 correate 

QO. And I gather that you have 
said you had no discussions with the other two 
consultants who were doing the same process on the 
same children? 

1p Well, they were doing a rating 
but with very different data. 

Ov. I quite agree. But I mean, 
they were trying to rate the children? 

A. They were trying to rate the 
chilren with different criteria from a different 
perspective and, you are*correct, “I°had no’ contact 


or discussion with them. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, «er .ex. 
TORONTO, ONTARIO (Symes) 

1 
2 

QF In fact, one of them you said 
: you still haven't talked to today. 
= A. IT have never talked to either 
5 of them. 
6 O. ALL trignce! sottvyourlhavesno 
7 idea then, I would i eitiias whether or not the 
8 standards that you set for 5 %correspond” to the Standards 
: thatathe tathengtwooset fior 5: 

A. I don't see any reason why they 
10 would. I mean, it is apples and oranges. I was 
1 uSing a different scale, a different approach. In 
12 fact I think under the circumstances it would not have 
13 been good sforuusetolattempt to scerrespond) sor “attempt 
14 to nelaterthem: 
15 QO” No, but would you agree with 
6 me that when you define Category 5 it may have had a 

range of probability of, you know, so much, whereas, 

iy someone else may have defined 5 as a wider one and 
18 someone else may have defined it even narrower. 
19 A. Oh; lI agueetwith i thattand 41 
20 looked at this carefully. I suspect that all three 
1 consultants did not agree on various cases and that 
27 is what I would anticipate. 
Or Exactly. Not only might “they 
P put different cases into Category 5, sir, but mightn't 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman,cir.ex. 6323 
TORONTO, ONTARIO 
(Symes) 


we also have that the three consultants had different 
categories 5? 

A. I'm not sure I am understanding 
what you are saying. 

QO. In terms of width or broadness 
or narrowness of category. 

A. PT think 22.2 understand what 
you are talking about, any time you use a parametrics 
scale, unless you have digital measureable data you 
don't ever know for sure whether the range between 
one digit and the next is the same as the range 
between the next two digits and that is true with 
tL think any Sub Jective rating scale that ais used. 

This is, for example in the pain situation IT alluded 
to, this has been debated for years in the literature. 
If we use a linear pain score scale, is a vain index 
of 4, the change in pain between 3 and 4 is the same 
as between 1” and 2 and nobody knows. Is that what 
vou are “alluding aco? 

Oy Well, the one point is that 
the categories are not equal. That is exactly what 
you have said. 

A. They are not equal qualitativel 
or quantitatively. 


oe Exactly. And similarly when 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, cr.ex. 6324 
TORONTO, ONTARIO ( Symes ) 


we compare 5, the Category 5 of the three consultants 
there is no reason to assume that in the abstract they 
are the same categories. 

A. I haven't seen the other 
eonsiltant''s criteria Orescoring «but. . swould in the 
abstract agree with you. 

Gn And in this experimental design 
there was no attempt to make them all equal? 

A. Now Unttacth, sie Erin stiere. was 
a conscious attempt to not make them equal, to not 
compare them and have them done independently. 

Ons But there was no attempt by 
the designer of the experiment to assist you in, Say, 
what type of cases should to into 5, for example. 

A. No, and I think it would have 
been inappropriate for them to do so. 

THE COMMISSIONER: But with everybody 
5: was the top. 

THE WITNESS: Well, to thatedegree 
they told me 5 was the top of the scale and 1 was the 
bottom of the scale, but I had no guidance one way 
or the other as to how I should distribute the scale, 
whether it should be linear, logrithmic or whatever 
and as to the criteria I should use to assign patients 


to any part of the scale. 
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ANGUS, STONEHOUSE & CO. LTD. Kautfman, “orvex, 6325 
TORONTO, ONTARIO 
(Symes ) 


THE COMMISSIONER: Yes, Miss Cronk. 

MS. CRONK: sure hadnt risen 
earlier because I thought Miss Symes would be reaching 
this and I may be anticipating her, but as you know, 
the expurgated version of the Atlanta Report has been 
marked, Exhibit2 7/70, "and i is quite clear I suggest 
onea reading, particulariv+ori pages Tiwand 12.” If 
we turn for example simply to Dr. Nadas' approach, 
and there may be no magic in this, but I am not aware 
that any particular numerical ranking scheme applied 
to the assessment that he was asked to make. 
Certainly his criteria and breakdown is described at 
pages Ti vand ie.) Le doesn"e* appear te approach in 
any sense the kind of ranking exercise that 
Ure Kauionatawerre scorough, == So, Le te-a little 
inappropriate perhaps to suggest there was a simiarlity 
tina grace Lrai Of Oo, 45665, 2, ee amongst: tale erie 
consultants. 

THE COMMISSIONER: Well, there was 
a similarity in the sense that 5 was the most probable, 
lithe least. 

MS CRONK: Well, what I'm suggesting 
to you, sir, is that is not the exercise that Dr. Nadas 
went through at all, in my reading of the report. If 


you take a look at the assessments that he made 
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1 
2 
and the scorings he made, they didn't have to do with 
: probabliwty of death caused! byaidigoximiantoxication 
5 in the same sense that Dr. Kauffman's did. 
5 THE COMMISSIONER: No, sbuc emprobabi laity 
6 of death from natural causes, did they not? 
7 MS CRONKs | well! sir, and again I 
8 don't want to argue the point, wevhaven't heard from 
9 the authors of Atlanta yet, but 1£ you look at -the 
bottom of page 12, for example, that is where 
3 Dr. Kauffman's rankings are set out. 
: THE COMMISSIONER: Yes 
12 MS. CRONK: But if you turn back to 
13 page 1l you see at the bottom of the page the criteria 
fal for assessments used by Dr. Nadas and I suggest they 
15 are very different. 
16 THE COMMISSIONER: © Page 11? 
: MS. CRONE The bottom of page ll 
1 


and the top of page 12. Do you see what I'm saying? 


THE COMMISSIONER: Well, I think we 
can leave this for argument anyway. 

HSS SYMES : 902 *Butothatartsyvexactiy=my 
POTnt-aSh teats epr.e@Kaufiman, that there was no 
attempt to make sure that you were, when you did your 
pharmacologic review, trying to assess things into 


Similar categories as the other two consultants? 
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A. Well, I can't speak for the 
other two consultants and I can't speak for the people, 


the epidemiologists who did this. I simply was asked 
$OUCd0 a@Vspecitic thing 2 a Specitic way ana IT did it 
and’ 1 Gat’ t comment. ctor you beyond, that, you will 
have to ask the people ae ae ae. 


Che Bide | Gacier vOuvdid 2. without 


consultation with the other people, the other two 
consultants? 

Be Absolutely. 

OF And you did. Tt wrenour 
consultation with the Atlanta people in terms of 


the desiun ol what went into 5, 4, 3, 2, Ll: 


A. In terms of the criteria. 

(ps in terms, oF the criteria. 

A. I wrote those myself. 

oe Exactly. Now, one of the 
things that you had said before is that, for example, 


in your pain study that the rating on a numerical 
scale of clinical observations is trying to fit 
information that might I guess not neatly fit into 
5 discrete categories. 

A. Mia tee cvtor rer tt. 

QO. And that the fitting or the 


pushing into a specific category is a human function 
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based on judgment. 
A. Issthimnk to .an extent that..is 
true, yes. 
OF For ‘example, you said you had 


trouble between 1 and 2 and you put some into 2. One 


of the things was to use up the numbers. 


Ae Well, I said that facetiously. 
Oe Yes, I understand. 
A. But when it finally came down 


to it I realized that there was probably no real 
world difference between those two and I gather, I 
haven't studied the CDC report, .but.t gather that 
they came to the same conclusion and lumped all those 
together anyway for all practical purposes. 

Ore But when you are doing a rating 
process such as the one you have done there is a 
question of the degree of reliability in the placing 
Of @ Darticulearjease in.«a specific category. 

A. I think there is a real 
probability of error we have talked about because of 
the inherent vaniability,in all of these cases, if 
that is what you're asking. 

ae There is a variability in the 
information and would you also agree that there is a 


variability in the rater? 
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1 
2 

Re Teche nk Ghateeytries. sthat's 
; why I said yesterday I didn't think I could go back 
4 and do the exercise again a year later and do it the 
5) same way. 
6 Q. Buectiyseroorul Paiseasprocéess 
7 that you do the best job rae YOu Can at the particulan 
8 time but if youRdid it att@atdiffierentetime vou might 
9 do it differently? 

A. Fomightabuta Imthinksvourhave 
” foutockr-(eedran t plan it this way but 2. think you 
i have to look atothe twohexercisées I did-dov at differen 
12 times on different days in different ways and my over- 
13 all conclusions, qualitative conclusions came out the 
14 same. 
15 ot Allright. ; 
16 A. Soy, L apparently didn 't,change 

too much in that period of time. 

‘ Os Well, you were doing them after 
8 November 19th and I presume you finished by some 
19 time in January? 
20 a Yes. 
at Os All in the same period of time? 
22 A All what in the same period of 
73 time? 
oA oF All within the same two month 
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period? 

A. The ovigenalgqeenr you are 
talking about the police report, my original police 
report was written in late December. 

OF Yes, after you had examined the 
charts in November. | 

A. Right. And then my revision, 
which was necessitated by additional information, was 
drafted in January, approximately a month after the 
December report. 

Os Dr. Kauffman, were you asked 
to rate the same babies twice as a measure of your 
intercase reliability? 

ie No, I rated them only once. 

of In other statistical designs 
such as the one you did on nain, were you given the 
assignment of doing this, if blind, doing the same 
case twice to see if you agreed with yourself? 

A. Mwasnlet wating tthe maine 
had a research nurse who was doing it. So that I 
wasn't the rater in that situation but she was blinded 
to what the patient was receiving for pain and we 
didn't have the opportunity in that particular study 
because of the nature of the patients to do simultan- 


eous ratings but what we did do was do three different 
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kinds of ratings at the same time on the patient. 


O% But do you agree that one of 
the things that helps a design experiment is that if 
the rater, the single rater is asked to rate the 
same patient twice unknowingly to see if he is 
consistent? 
re I think that is ideal, yes. 
Or. And do you also agree that it 
might be helpful that more than one rater rate the 
same child? 
A. At least that would give you 
some competence as to the inter-rater variability. 
Oi And that wasn't done in this 
A. Not to my knowledge; if it 
was 7 (hedonbtiekhavesthat: 
Oz You were the only pharmacologist 
A. To my knowledge nobody else did 
it but you will have to ask the people who designed 
Che “study. 
oF And I gather also when you were 
doing this rating that all of the babies that you did 
died; all of the babies that you rated died? 
Bs I think that was the index 


system that got them into my pack. 
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| 
D 

7 But we know for example that 
? some of the babies who were on that ward obviously 
with severe anatomical conditions at that time lived? 
5 ie That vs correct: | 
6 O. And you weren't asked to rate 
7 those as a comparison or enters check? 
8 A. THatViLS Correct, But. “am not 
é sure how that’ would have — I would have to think about 
how that would have helped because the population from 
Ss which we were sampling wasn't living babies. 
Ht OF apie roiie. 
12) A. TPchink= you are talking about 
13 two different populations from the universe. If one 
al wanted to compare the underlying anatomical defects 
15 and the pharmacology of those children, based on the 
4 treatment they received, wouldn't it be a legitimate 
exercise to compare babies with the same anatomical 
. problems, the same kind of treatment who lived with 
a those babies who died? 
19 A: I think if you were designing 
20 a perspective, ideal perspective controlled experiment 
1 that would be the way to do it. 
oy oe But it wasn't done in this 
53 particular case? 
= i Well, we didn't have the luxury 
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of designing a perspective from a controlled experiment. 
Of I see. And when you were 


doing your ratings then, you knew then that you were 


rating the children who had died during the so-called 
epidemic period? 

A Well, I was aware of the 
epidemic period, yes, I didn't pay much attention to 
that but I was aware that that was how these babies, 
the babies that Y was looking at were selected 
from .a certain time to a certain later time. 

1 really. didn't take that into consideration in terms 
of my evaluations of them but I was aware that that 
is how they had been selected. 

OQ: And you were aware then that 
they ere being investigated by the police for 
homicide? 

A. Well, I was aware that the 
police were considering looking at them and consider- 
ing whether or not they should proceed. 

ome And in addition, and we will 
do it at the break,..you )knew that some,of them: were 
under special consideration and those you focused your 
attention on. 

A. There was a small list that 


they indicated to me was a higher priority to look at 
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initially. i wasn't restricted of course to looking 
at all of them, in fact. I was asked to. 
(Oe Dr. Kauffman, do you have any 


concerns that your ratings that you gave may have 


been affected by this prior knowledge? 


A. 


bi 


think any time you have to 


do a retrospective assessment like this that I have 


concern for the reasons that you have suggested. 


hls anewer, 


complete it. 


answer. 


completed either, 


began to answer. 


Ce I am not in any way saying --- 

MR. YOUNG: Let the witness finish 

MS. SYMESs: Would you let me just 

MR. HUNT: No, let him finish his 

MR. YOUNG: Well, the witness hasn't 
you asked the question and he 

THE WITNESS: I think any time you 


are forced to do a retrospective assessment, as we 


were faced with here, 


tha 


t you have questions because 


by nature a retrospective study is open to inadvertent 


DigSseuiLoue UuSt Gan © control tor bias, -s0,you can 


never be sure that your error is randomly distributed. 


There may be biased error. So, what I did was subject 


to’ that, yes. 
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a Bxactlyey Al aininotain any way 
quarrelling or casting aspersions on what was 
obviously a best effort to do that, but I guess we 
will: accept that, you donot have a bi-camera mind 
that the information that you received from all 
sources, including the ones I have outlined, were 
present when you made your decision. 

A. Rad ot the adzqoxin data: all 
of ‘the clinicalvdata; ale ofetheseianicaim laboratory 
data, 1 tock=that- ali into consideration: 

Q. As well as the fact that the 
police were investigating these deaths? 

A. Well to the extent that I was 
really aware of it. You know I had no conscious bias 
based) on that, but. 1 Canale tedivyouythate? dadnst 


have unconscious bias because we are all susceptible 


EQ tha te, 
Oe You had knowledge? 
A. I had knowledge, yes. 
Oy Now I would like to ask you 


about patient Cook. I would ask if you would first 
Ofeallrturn to nas ycharte andiad sooMrss Cinburads 
report, which are 95A to F on Justin Cook. 

A. I'm sorry, you said 95A to F? 


or Our report from Mr. Cimbura -- 
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THE COMMISSIONER: They are all 
together; TLothinkeyot will find.= 

THEAWLITNESSEPO Oh; you are’ talking 
about ‘theo heport) youtarettalking about Mrs iCimbura? 


MSTOSYMES*O IS Mrs oCimbura's report. 


A. Okay. 

OQ. I guess they are multiple? 

Bs Hess 

On We have marked them sub A throug 
ES 

A. Okay. 

5 AncdipaLients« Cook 'sschart? 


First of all lookingsatvos,twerses onvthesfirstopage, 
which is 95A <= 

A. I'm sorry, my pages are not 
numbered apparently the same as yours. 

THE COMMISSIONER? Take that if*you 
would and I will find another one. 

MSPFSUMESSU Gee Thetreport of 
Wiekeybrob ant sedis abel: pk 

A. Right pcthank wyou? 

QO. In Justin Cook's samples that 
were done at the Centre for Forensic Sciences -- 

THE COMMISSIONER: Would you hang on 


for a moment. Oh} ves. spall nright; 
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MS. SYMES: Q. I have some questions 
about the tissue samples that were done. We have T42 
that the tissue in the jar reported to be a sample of 
heart anes and that digoxin concentration was the 
one that we are of course most concerned about 117 
nanograms per gram of digoxin; do you see that? 

Ae Ves. 

ex We then move down to T43 in 
which we have tissue from the lung, and that is 153 
nanograms per gram. 

a Right. 

‘oe Significantly less, obviously. 

Would you turn to the next page 
please, also of patient Cook. We have a sample, we 
have three samples from the heart. In Tll we have 
first of all from the ventricle, and we understand 
that that is 36 nanograms per gram, that is a mixture 
of digoxin and digoxinlike substances. The concentra- 
tion of digoxin is 8; do you see where I am reading? 

A. Yes, I follow you. 

Q. Left atrium we have a digoxin 
concentration of 39 nanograms per gram of digoxin 
and/or digoxinlike substances? 

Pi 2es. 


Qs And in the septum we have 36 
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nanograms per gram of a mixture of digoxin and 
digoxinlike substances, and the concentration of 
digoxin is 4 nanograms per gram. 

A. Yes, I am following you. 

Oe And similarly in the lung we 
have a concentration of 32 nanograms per gram of 
digoxin and digoxinlike substances, and the concentra- 
tion of digoxin was 15 nanograms per gram. 

A. Bient. 

QO’. With the exception, Dr. 
KRautiman, of T42,lthe digcxin as analyzed by Dr. 
Cimbura in the ventricle, left atrium and septum of 
the heart are all significantly lower, do you agree, 
than the T42 one, they are completely out of line? 

MeeebUNGs 2 Cen nk Mr. Cimbura 
indicated that one was fresh and the other fixed. 

THE WITNESS: Yes, I think there is 
a good explanation for that and 7 took that into 
account when I assessed the case. 

MS. SYMES: QO. What is the explana- 
ELON? 

A. To my understanding the T42 
sample was fresh autopsy tissue from the heart 
muscle; and the others had been stored in Klotz 


fixative for some time prior to taking them out and 
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1 
H5 2 assaying them. If you look down at the top of page 
3 23i1G says: 
4 "Fluid surrounding the tissues. The | 
5 fluid is reported to be Klotz fixative 
solution. 
6 
Ther fluid was S£eundsato «contain 
A 29 nanograms per millilitre..." 
8 of his mixture -aqain. 
? QO. Of digoxin and/or digoxinlike 
10 substances? 
11 A. Bight warsaechibadynonproblem 
12 with those differences that you pointed out. 
* QO. So that the concentration of 
digoxin in the fixed tissues, which are 8, 4 and 15, 
ae are straight digoxin? 
IS AY Yess 
16 OF Would you say that they are 
17 a result of the leaching from the tissue into the 
Riots selution? 
A. Well, you have a situation here 


where apparently the heart and the lungs were dumped 
Into-one bottle and leftero sit.on=thesshel itior. 

a while in the Klotz solution, so that the decrease in 
concentration is probably due to a combination of 


leaching as well as breakdown of the digoxin. 
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Or. And in the -- 

A. I really paid very little 
attention to those in assessing Baby Cook. 

On You paid very little attention 
to the fixed tissues? 

A. To the fixed tissues because 


I had other data that was much better than that, I 


thougit. 
Oi Which was the T42? 
A. And the serum concentrations. 
On IT am narticularly interested 


in the level of dixogin tissues in the questions I am 
going to be asking you. 

Ry. Okay. 

QO. Now, I believe it was on the 
first day beginning. at 55 6pgand sl cdoniit think .voet 
need to refer to it because it is very difficult to 
de*calicul ations *intthevarr s+ Wwhen*youedidithe ?calcula- 
ELOnS) = 

A. You are talking about my 
testimony now? 

oO. Yeo. s2ir. P= Calculation of 
minimum dose of digoxin needed to produce -- 

A. I'm sorry, which page? 


Oe Volume 70, page 5516. 
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1 
2 A. 556 0hort5516? 
3 Os er O 
4 A. 5516,.0kay. 
5 Dis DrveKaatinan,i 2 am goingeto 
: in fact ask you if you would essentially do the 
calculations again but I want to look at the samples, 
: the assumptions pardon me, that you used in coming 
8 tory ourrcoencliusions: 
? A. Okay. 
10 On the Livst one is that this 
11 baby I gather we agree got into trouble at 3:45 in 
12 the morning. Would you refer then to the patient's 
a chart, and perhaps if we just go through the assump- 
tions of what we know about this child. 
of A. Okay... I have the chart. 
~ ae On page, 2oneththeschart;4which 
16 are the progress notes, we know that this child then 
17 GOLlinto serouble at abcubes: 45, ¢istthatonighe? 
18 A. Mhatyas CoLupects : 
19 a And we know that a drug which 
oh is charted as propranolol was given .4 millilitres or 
Ma LEE OPAMS 5 ais 9 tin 
21 
A. Maulkidveress 
22 O¢ -- millilitres at 3:45. 
23 A. S654 
24 
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| 


2 iy And another dose of propranolol 

3 was administered -- 

4 A’. Ron 

s QO. tat Cy Se) Liiwe ao (back 

r int ‘fact ‘tor 27swei will see that im fact Dr. Kantak 

is the person that we got the exact dose from, that 

j is the middle of the page, and you have referred to 

8 thatailiveady,. ) Inittialivihe was Given 0/470) thiisiis 

9 of Inderal; are you back on page 27 in the very centre 
10 | of the page? 
11 A. Right. 
12 QO. -- was given 0.4 millilitres 
7 to which he did not respond, and then another 0.2 

} millilitres was pushed, and we gather that was pushed 


some five to ten minutes later. So he would have had 
the administration of the drug, which I guess totals 
0.6 millilitres,between 3:45 and 3:55. 

A. Pain atehat 1s correct. 

Q. We then know that the baby 
was given, at some time shortly thereafter, atropine 
and morphine. 

A. Yea. 

Qy We know then that the Code on 


this baby was called at 4:20. 


A. R2ontv, Approxamately, 2. tro 30 
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minutes later. 

Or Yes. We then know that an 
arrest procedure wasS carried out. In the nurse's 
notes on page 29 we see that CPR was carried out, 
thet is: “the nurse vst chartrng*oL =e? 

A. Right. 

OS And? +f4CPR-1S8carried out, 
Dr. Kauffman, I gather that the aim of that is to 
Watlntain circulation: 

iN Yes, that is the aim. 

OY And if we read on the bottom 
of page! 27 wath erpect to this-arrest -— 

A. yes, 

Oe -- I guess it starts towards 
the bottom that this atropine 0.2 mg. was giving 
good response; the heart rate is 140 per minute; the 
anaesthetist is called and at that time the child 


dvsplays ventrircular fibrillation. 


A. Reg hey 

QO. I gather shock was given with 
good results. 

A. Then she had a blood pressure 


noted of 110 momentarily at least. 
oe ¥es'. 
A. And then she went back into the 
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1 
2 De That would indicate some 
a circulation at least that some heartbeat had been | 
4 obtained by the resuscitation effort? | 
5 A. At least momentarily. 
4 om And we know that they stopped | 
some 36 minutes, that is at 4:56 in the morning. | 
f A. Thdiee! SeCOornec i. | 
8 OF And we know that in the 
9 middle of that resuscitation, not really in the 
10 middle but at 4:30, ten minutes into the resuscitation 
11 attempts the serum level was taken and that produced 
12 the j/2. vanograms per ml. We alsq, know, cnat. a, further 
sample was taken at 0600 hours, and I believe that 
thats Ge 
14 
cigs That iS approximately an hour 
LF after the Code was discontinued. 
16 OF Ne, Sir. ., Oh. ves, «an, hour 
17 after the Code. 
18 A. Tectia tscorrvect? 
19 Os Yes, an hour and four minutes 
after the code. 
20 
TS Okay. 
al 
OQ: And we know then -- 
rr 1 I'm sorry, I don't know where 
23 that second sample was obtained from, I have forgotten. 
24 
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Os Lt don't know “etther. 
A. Do we know? 
MR. BROWN: I ‘believe that is ‘the 


sample taken from the puncture of the heart. 


MS. SYMES# OTP ' Gayl eaccept 
Mr Brown 's "== 

A. lownd Dracce ptethatri tf yiobody 
Gorrects. 1. 

Oe The sample from the puncture of 


the heart. Now, in the calculations of the minimum 
dose which you did for us on the first day, I gather 
that you said in your answers to Mr. Scott yesterday 
that the answers are only as good as the assumptions 
which you made. 

As I think that is true. 

O% And I believe that you said 
yesterday, on the first day, that the information 
that you were using is that the dose is equal to the 
concentration times the central volume of distribution 
times the body weight. 

As I believe so. The volume of 
distribution in terms of litres per kilogram. 

OS In terms of litres per kilogram: 

yi Right. 


0% And in this particular case 
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1 
2 we didn't really have to assume because we can read 
5 from the chart that the body weight was 5.37 kilograms. 
4 Be Right. 
5 0% And what we were interested in 
F was what dose had to be administered in order to get 
a concentration -of 70707716 That correct? 
‘ BS It depends what unit you were 
using. 
aye Wheat nse Shovwle that be, it 


was 70 nanograms per ml. 
As I think it was reported as 


70 nanograms per ml., that would be 70 micrograms 


pet [7tre;y youemrognt. put 1b Into Litres»so that 
everything is the same. 

0. So. Chiat cLs MiECrograms: 

De Per litre, and then take the 
etd ia vot Otte toe) Wee i te snoG 07, Lo aAsS 
70, 

Oe The volume of centre of 
distribution should then be in litres per kilogram? 

A. Yes. 

Oe Now, when you plugged these 
numbers into the equation you assumed then that the 


centre volume of distribution was 1.3, and I believe 


tLhaeeunenmy Ou aidethat Calciilation putting 1b in, if 
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2 the volume of central distribution is 1.3, then the 


> dose turned out to be 0.5 mg.? 


4 ei, As I recall that is correct. 
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(Symes) 

oF And that was equal to 10 
pediatric vials. 

A. Let's see, there is .05 milli- 
grams per mills etre, 

‘oF And one pediatric -- 

A. rr ers Vialy 

Or Sovrthat would’be) 107 

A. Theis would, be 20, “e1gnt. 

oF Or one adult vial? 

A. It would be less than one adult 


Vial,s wouldn’ Suto vAren't there @intlivia trescant one 
adult vialewhen the concentration is 2.25, so it would 
be one adult vial, you areycorrect. 

Q. Now, when you initially gave 
your evidence on the first dav you said that for the 


central volume of distribution -- 


MR. HUNT: What is reference, please? 

MS. SYMES: Atvpaget5o2> Mey’ hunt: 

Og That you could have equally 
USE). oer ecu 

A. I am sorry, what page? 

G. SE 220 

is Okay. 

6. You said you could have equally 
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ANGUS, STONEHOUSE & co. LTD, Kavut ima, cCerrex. 
TORONTO, ONTARIO 
(Symes) 
A. MES? 
oO. AndGin “fact “the yrange ‘then 
that you ‘have posited is somewhere - that you have 


posited for volume of central distribution is some- 
where between .5 and .13. 


A. Yesho DPithink “actually the 


studies that I used to give me some basis for selecting 


the number were .6 something to 1.3. 

OlF Let's take then this 
mathematical exercise that you did and try and 
caculate the dose over the range of volume of central 
distribution to see what we get. 

A. ORGY 3 

0% And if we take the volume of 
central distribution, let's take the minimum to be 
0.6, and if we plug those into the equation and if I 
can - if my calculator is able to -- 

AS I can save you some time. You 
Gan usc divide Suveby thal ! 

Or ALE sponte. 50.) belreve that 


the dose is equal to -- 


Re} -2 something. 

QO. PigotmMy2 Jowhen *ladvd Le, 
i Well, it should be -- 

Ol. It should be higher? 
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A. tt <should emetiweld, 46 1s 
about half of .3 so this would be how you would come 
Olt .-thae isn comrecr. 

Oe Now if we try and put that 
Since .23 of a milligram doesn't help me very much 
in understanding how much a give, that would be 

6 “pediatric vials Peano, TL imntserry that would be 
4.6 pediatric vials. 


A. Yes. 


Gh Or 1t would be 0.46 of an 
adult vial? Would you agree? 

fig Pechink that Ls correct, yes. 

O'. Let's try the next one. If we 
take the volumerot centralydistribution tar be 0.8, 
moving up to the range. 

A. REC Gs 

O% And if again my calculator is 
correct I believe that this dose turns out to be 0.3. 
T ‘think IT have vdonerre correctly. 2 sinply put in 
the numbers -- 

A. I will accept that your 
arithmetic is comrect; 

oy That my batteries still work? 

A. Yes. 


On And that we then have - that is 
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TORONTO, ONTARIO 
(Symes) 


equal to 6 pediatric vials or 0.6 adult vials. 

A. Okay. 

©; tet's do Ghe/Bastonei gust so 
that we have a range. If the volume of central distri- 
bution is 1, 1 litre per kilogram, then I believe the 


dose turns out to be .388e@ And Gee chermdose as” 238. then 


I believe that the pediatric vials needed are 7.6. 
A. Teen inwhst eS Lek superrl uous to | 


use so many decimal points, but that is okay. 


Os Well, I am more interested in 
the, adult-ones. 

Be ¥Yesr 

Ox b.5 OL an aculkt viral. 

A. Okay. Almost an adult vial. 

Q, Wellyesthree-quarters of -an 
adult vial. 

A. Three-quarters. 

THE COMMISSIONER: OP (Gee eon aeons 

MS. SYMES: Q. You would agree:with 


me then, that if we change the assumption of the 


volume of central distribution -- 


MR. HUNT: Sonim, sitet. 6 3h. 
THE COMMISSTONER: Yes. 
MR. HUNT: Youtsard.076 : 
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TORONTO, ONTARIO 


(Symes) 
THE WITNESS: Tt is 0.76 of an adult | 
vial. 
MS. SYMES: Q. 0.76 which is | 
three-quarters of an adult vial. | 
A. Right. 
Q. And you would agree wth me 


then, Dr. Kauffman, that the numbers that I have 
given - let's just take the adult vial, that in order 
to produce a concentration of 70 ee per ml in 
this baby that weighs 5.37 kilograms the range is 


from .46 of an adult vial to one adult vial. 


A. From somewhere a half to one 
Q. Yes, okay. 
a And as I said I think the 


gs od Par | 
| 
other day I was asked why I picked that particular 
number and I said I had two studies that gave me that 
number, and one study that gave me the .63 so I 


decided to go with the majority. 


QO. Okay. 
A. But I have no quarrel with 
this exercise. 
OF; But we have literature reviews 


then that put it in the entire spectrum that I have 


written on the blackboard. 
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TORONTO, ONTARIO 


(Symes) 
A. Mhigtenis BoOrrect. 
Q. And Dr. Hastreiter I gather in 


a recent paper has calculated it as 0.62< 
A. Yao. geinetacbelutnink thatris 
hisedatasthatelr was erefeuring tastier the .6. 


Or For the bottom one? 


A. Yes. 
oO. bndant tweelooky aeekxhibit No. 
268 which is an Hastreiter article - I believe that 


has been put before you - on page 26 of that -- 
A. Can you tell me which article? 
QO. It is the article called 


"Digoxin Pharmacokinetics in Premature Infants". 


A. Right. 

Q. inePedtatriesPharmacology, L982. 
je Right. | 

OF Would you turn to page 26 of 


that, andsin that papersaberinesbottom,sDrisHastreiter 
1s referring to the volume of central compartment. 
Is that the same thing the volume of central compart- 
ment or the volume of central distribution? 

A. Meth Nhe neat: Nes can tt 
speak for him. I would read his paper as meaning that, 
yes. 


OF And he got in this one 0.62 
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1 
2 
litres per kilogram a mean value. 

: A. For premature infants. 

: ae And I gather that in reading 

5 this that he says that the central volume of distribu- 
6 tion is smaller in smaller children? 

7 INS eae New saye.ase G4 smal ler 

8 in premature infants. 

9 Oe Doesn't he also say -- 

A. At least on this page you have 

4 referred me to he says: 

Mt "The mean value (and this is a mean 

12 value) of 0.62 calculated for premature 
13 infants in the present study is lower 
14 than that of all other age groups." 

15 Cs. And didn’t he also say tt is 
1 significantly lower than the values reported for 

full term neonates and older infants? 

‘3 A. Where does he say that? 

Or Continue on the sentence, sir. 
19 Ds Well, that is the sentence. 
20 

21 

22 a 

23 - 

24 i 


outlay oan & MBapolidt Teqresis.s te 


RAI EL Lote 10F A : 


Diliwe Wh Jean7 Ie HiT ear «QQ 
Steiiveil, 4 wo fox (o9ine wht Sait ayes at aac) 8263 


toevehirds wibient AL t6élldéma’ ei n629 


teas te ey ae: J) sy paar Ty is ; (nel if + 
} 
. -RIMBITAL Stesamnetq nit le 
i : i 4‘ “<4 i 
: cs 
¢ wy G ' - het « 14) if” } f i] whi . Pe i 
{ : ber 
covne Gf od af bewts4 os | 
ti 
ig +e geue, ep {iti® 
| { : 
M4 “a To 1 oitieyv : 3 
Py a “ht Aes sista wl vet 
(ie: tes {4 1 ApildemeEda Fi 
ot: cela @A + anes ng 4) . fey 
7 : 
ivhedsajs? «sul a end Ae ewe elas fone rv 
7 : J 
; i = b ‘ 
eal a7 Ml Jd rey l ot bite Vee Fe00en maa oY te 7 
a | | iit ; 
CAcn+ vats ean: owtedy LAS ; a ore 
' 7 1 : 7 _ 
he ,oreigids® ei4>on5\ ayo bine 4 0 : 
: > ’ ; : ; = = _ : 1 H 
.eregnn?. attink Sond 14 That aD : ’ 


c—2 
EMT/cr 


24 


25 


pe Bets 


ANGUS, STONEHOUSE & CO. LTD. 


TORONTO. ONTARIO Kauffman : Ccrtex. 
(Symes) 
oF "The volume of the central 


compartment for the premature patients 
is significantly lower than the values 
reported for full term neonates and 


Gilder infants? 


A. Where are you reading? 
Go Just continuing the sentence. 
A. I am sorry, we must be on 


a different page. 


THE COMMISSIONER: I think on 28 we 


LEndaPee 

MS. SYMES: Q. The sentence continues 
on page 28. 

A. Well, I am on page 26. 

Q. Yes, the sentence begins on 


page 26 and ends on page 28. 
AS "The volume of the central 
compartment for the premature infants 
is significantly lower than the values 
reported for full term neonates and 
older infants". 


That is what you are referring to? 


G Yes. 
A. Okay. I am with you now. 
as And is it logical that the 
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TORONTO, ONTARIO ( Symes) 
1 
2 central volume of distribution would increase as 
2 children grow? 
4 A. Yourmighntextrapollater that 
: from ens. 
Ole From that ambiguous sentence? 
Ag Prom this intermatLton, but 1 
: don't think we know that for sure. All he is saying 
8 is that a very small group of prematures he observed, 
9 the way he did the study, he observed a different 
10 calculated central compartment distribationy and he 
i1 is saying that it seems to be smaller than in the 
e older age groups. 
Now whether you could conclude from 
. that with statistical validity that there is a change, 
us a rate of change as the baby matures I don't know. 
15 You might. It might be a reasonable deduction. I 
16 don't think you can do it with a great deal of 
17 certainty yet with this amount of material. We do 
18 know there is a difference. 
19 OF We do know. And we would 
then in this exercise that I have just gone through 
‘ have a possibility of delivering 70 nanograms per 
= NEL wormed Coxe aneuustin Cook by .e0-O1an “Advert 
a2 ampule and .6 or three-quarters of an adult ampule 
23 Gboa cull one?r 
24 
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TORONTO. ONTARIO Kauffman y CEVex: 
(Symes) 
A. Well --- 
oF That is leaving all of the 


rest of your assumptions that you made the same. 
A. I would agree with you in 
general. My discomforture is that the .6 volume 


distribution is for premature infants in infancy or 


in the newborn period apparently according to Dr. 
Hastreiter's data, and I don't remember whether Justin 
Cook was a premature infant. 

@. I don't know that Justin Cook 
was a premature infant and quite frankly he was | 


almost three months of age. 


A. Ppgeltgthe datay+7= 
Q. Three months and 29 --- 
A. So it may not be appropriate 


to use the central volume distribution central 
compartment for the premature group to apply to 
assumptions on Justin Cook. 

I didn't have this paper when I did 
my Calculations a year ago because it just came out 
now, but I am thinking now it may not be appropriate 
to use that lower number because the patients from 
which it is derived may not be comparable to this 
specific case. 


iG. Well just as we might take 
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ANGUS, STONEHOUSE & CO. LTD. 6358 
pene crane Kauffman, cr.ex. 


(Symes) 

i 

2 off the bottom number on this range we might 

3 Similarly take off the top? 

4 A. Yes.. I would agree with you. 

2-4 : ©.. Now when --- 
A. Tt ‘ehank ve can fairly say 

: probably somewhere between ..8 and 1.3, and if you 

i want to agree on 1 that is an easy round number. 

8 (oe Or we could agree as between 

9 .6 and three-quarters of an adult vial. 

10 A. DEENinkg <= you are@richty yes. 
1 On So on page 5512 of Volume 70 
A you were asked by Miss Cronk as to whether or not the 

volume of Inderal which was .6 of a millilitre that 

i was administered vat 3:45Mando3:55; "thats a total 

1g on 26 inettetal, Susithati that Shadebecn-digoxineinstead 
15 of propanolol or Inderal could that have produced the 
16 concentration of 70 nanograms per mil. 
17 Tagucssrit Ss falnitomsayethatethe 


exercise we have just gone through was that that 
number is within the realm of possibilities? 

A. Well Onrsii-te 

a Sr ye GOL aD AguULE Vial as 
if a volume of central distribution is .8. 

A. Yes. I think that these 


assumptions that you arrived, I would agree with you. 
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ANGUS, STONEHOUSE & CO. LTD. 6 359 
TORONTO, ONTARIO Keats fman 7 cr #e ex 
(Symes) 


I went on to say I didn't think these assumptions 
would fit the situation. but, if. you. go with, these 
assumptions, I would agree with you. 

Ore Just so, that 1 understand 
sb eekow hove Malle aeaclat) Adee tiie Mee Mela Vel RopeN=ngl yenetey orsycko pie NkMi ey a 
Inderal, just on this one mathematical model, could 


have produced a concentration of 70 nanograms per 


mil? 

Pn Vese 

oF Using all the same assumptions 
that you did? 

A. If I accept the volume 


C1 Sie Lit Or tess Go. 

Oe And now I am going to move 
on to the next thing which is the time, and would 
this be an appropriate time? 

THE COMMISSIONER: I have lost track, 
what are we talking about at 5512? Are we now 
talking about a minimum dose? 

Cube Wit Noo. .vyes.. 

THE COMMISSIONER: Or are we talking 
about --- 

THE WITNESS: No, this was the minimum. 
This was my minimum dose calculation. 


MS. SYMES: Mr. Commissioner, what has 
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ANGUS. STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6360 
TORONTO, ONTARIO ! 
(Symes) 


happened is that the minimum --- 

THEY COMMESSIONERs “Ml sunderstand.Gol 
understand. 

MS. SYMES: - that the minimum has 
gone down. 

THE COMMISSIONER: Well, the minimum 
could have been - what you are trying to establish 
is that the minimum dose accepting all of those 
assumptions, resulted in a minimum dose. It could 
have been propanolol; that could have been a mistake. 

hs that, rreghe? 

MS. SYMES: Yes, and theoretically it 
could have gone down as low as .46 of an adult vial, 
but if we take off the bottom - we take off the top 
from the range then somewhere between .6 or .8 - 

»6 OY .76°0f anfadul? dese *-=-— 

THE COMMISSIONER: Dr, "Kauffman 
Said at 5512 I think it is somewhat unlikely. 

MS soe MES solr tet ninke- in nis 
mathematical calculation it was totally unlikely 
because it was completely out of the range. 

Oe TS ute Biats So, .sire 

rs No, I don't think that was 
Enesiitent Of my comment at that point. I thought 


it was unlikely for other reasons. 
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ANGUS, STONEHOUSE & CO.LTO. Kauffman, cr.ex. 6361 


TORONTO, ONTARIO 


(Symes) 

1 
2 oy Well, specifically you were 
3 being asked at that point to calculate minimum dose? | 
4 re That ser vehi. 
5 Oo. And the minimum dose that 

you gave in evidence was larger than that .6 of a 
: vial? 
7 

A. Avgve hero sen tel gyre 
8 OW So I mean it was more than 
9 unlikely; it just didn't fit your mathematical model 
10 ouieee yoie be Bt: 
11 , A. But that was not my reason 
12 FOre Saying wtywas, Unlikely. 
THE COMMISSIONER: Mainly because of 

the tissue concentration. 
= THE WLINESS: Right. 
i THE COMMISSIONER: Then we will deal 
16 with that after the break. We will take 20 minutes 
17 now. 
18 -~--Short recess. 
19 
20 
21 
22 Ea et ee 
23 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 


TORONTO, ONTARIO (Symes) 
1 
J/BM/ak : ---Upon resuming. 

3 THE COMMISSTONER: Yes, Miss Symes. 
4 NG oy MESs tem wondering? F could 
5 bave- the eviibit woich ise thevviale, Beiter 225. 
6 THE: COMMISSIONER: Yes. 
7 MS. SYMES: OQ. Dr. Kauffman, we have 

had these vials of different medications put in as 
: exhibits before us and this little brown bottle I 
gather is the Inderal that would have been availble on 
10 4A/4B during the epidemic period. 
11 I gather then when Inderal is being 
12 dispensed that the standard practice would be to draw 
13 up the entire content iof the vial and then to inject 
14 whatever you need from that; if you need .1 or .8, 

is. thatcthe «standard thing? 
i A. don ut know... 
16 

fake Well, what would you do? 

ae A. Veug) | yet el samecoing to discard 


the vial I would draw up the amount I was going to 
give and then discard the rest of the vial. 
O.. If you didn't know how much 


you were going to give, that is, it was for a potential 


emergency situation, you didn't know if you needed 


Be And I knew the patient I was 
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ANGUS, STONEHOUSE & CO. LTD. Wes Vbie aelggkeum ¢ (OCR 6363 


TORONTO, ONTARIO 


(Symes) 
going to give it to? 
OF Yes. 
Bx I would probably draw up the 


dose appropriate for that patient. 

Os Would you, by the way, ever 
draw up from the ampule ee a syringe and leave it 
at the end of a bed for some 10 hours? 

A. i don! toknow 22) Dewould, do that 
or not. 1 usually am nomi tinea post tLonzom having to 
make that decision. 

oF Now, we know that the digoxin 
is called Tanoxin.. in our example here, that is its 
trade name, is that right? 

A. That is Burroughs~- Wellcome's 
trade name I think; 

Ox dest) cotngs backetoes the Mnteral. 
If the doctor were to have drawn up, or someone to 
have drawn up for the doctor the entire vial and then 
hedwishedsrorgi vers bgoL it, 1 gather he would then 
mentally give half of the dose. 

A. You mean if somebody had drawn 
up the entire 1 millilitre? 

Q. yes), 

A. And they wanted to give half of 
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ANGUS, STONEHOUSE & eo Sr fe Kautimnem, cr.eer. 
TORONTO, ONTARIO (Symes) 
1 
2 
Os Yes. 
a 
A. Haliwot Siaycould be 75 milli- 
4 
liztres. 
S O- But the other way is .5 is 
6 hbalirosethetvial z 
y A. Yaeis halfiror this vrais 
8 Os And it would also be half of 
9 what was in the syringe? 
A. Téethey Lett 1 ice an the syring 
10 
and then injected half of that with li:cc in the syringe|, 
2 there should be .5 cc's left in the syringe after the 
12 injection. Is that what you are getting at? 
13 Os Pimagusteirylingetofgotthrough a 
14 very simple exercise and, that is, if the person 
15 administering the drug thinks that he wants to give 
16 7o Of a milligram of Inderaleor! .Sad. gouesslofean: ml 
of Interal. 
17 
A. Yes. You have to keep volumes 
18 ae 
and milligrams separate. 
19 O* All right. I would then know 
20 I should give half of what's in the syringe. 
| A. If he had a millilitre in the 
2 syringe and he wanted to give .5 he should give half 
93 of what is in the syringe. 
oF Okay. Now, if we look at 
24 
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ANGUS, STONEHOUSE & CO. LTD. tauffiman, Crvex:. 6365 


TORONTO. ONTARIO 


(Symes) 
1 
2 
J4 lanoxin, which is what digoxin is, this is what I 
3 
gather from evidence the adult size? 
4 
A. Yes. 
5 O.. Okay. And if all that were 
6 drawn up into a syringe. 
7 A. Yes. 
g Ys And one half of it were given, 
that is, one half of what was inthe syringe was given. 
9 
A. Yes. 
10 
| Of In that particular case it would 
a be one half of 2 mls, which is 1 ml. 
12 A. This is a 2 millilitre vial. 
Ps a: EE Says so, doesn't it? 
14 Rs Yes. 
15 Q Yes. 
16 A. Bhieaeso- 2. you Had all of that 


you would give 1).millilitre. 

Or Son Lie cicecoc tor (Ghougic. = 
am positing an error to you - that in fact what was 
in the syringe was 1 ml of Inderal but in fact was 
2 mls of digoxin and gave one half of this: syringe, 
that would in fact produce 1 ml of digoxin? 

A. Hos tne Cotent;)-ves. 


OF Yes. 


~ 


2 millilitres in the syringe and you gave half of it 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6 366 


TORONTO, ONTARIO 


(Symes) 
Ax If the individual didn't look 
at the syringe. 
ae Yes. 
A. And didn't look to see how 


much they had to begin with and they had 2 millilitres 


in the syringe and they ae half of it they would 
give 1 millilitre. 

oF: That tstrioht nso, iim other 
words, if one does a calculation - I mean, these 
bottles I guess look different but if you were ina 


real rush. 


A. They look quite different to 
me. 

Oo. Well, one of them is brown. 

A. And they are different sizes 
too. 

oO. Different sizes. 

A. And the lettering and the 


label is different. 

QO. But if this vial was not 
available to the doctor when giving, he would 
obviously not know what was in the drug, what was 
in the syringe, what drug was in the syringe. 

A. That's correct. I assume that 


this is a clear solution, I can't tell through the 
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ANGUS, STONEHOUSE & CO. LTD. Kauttiman, cr sex. 
TORONTO, ONTARIO 
(Symes) 


coloured «glass: 


O- leeisroeurm unformatrom that it 
is clear: 

A. Reritiiat CeoOrrecr? 

On Yes, they are both clear 
solutions. | 

A. So, Lowvow hada. clear solution 


in the syringe and the syringe was unlabelled you 
would have no idea whether it was water or anything 
else. 

OF And. 1£ the doctor didn’t have 
the vial to refer to when he was actually injecting 
the medication he wouldn't‘have a check. 

ZS. Yes. I would hope he would 
want to make sure that he knew what was in it though 
before he? injectedwaiit< 

OR Rights SiNow;7y an terms of 
the timing of the dose of digoxin, we know that the 
sample was drawn at 4:30 in the morning and that 
death was at 4:56. The sample produced 72 nanograms 
per ml and the fresh tissue from the heart muscle was 
eleven seventy-seven nanograms per gram. 

On pages 5534 and 5535 you said that 
it could have been administered, your best estimate 


was that it could have been administered 1, 2 to 3 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr. Gx. 6 368 


TORONTO, ONTARIO 


(Symes) 

1 
2 

hours before death. 
, A. I remember we had some 
4 discussion as to what I meant by that, so, I want 
5 to see --- 
6 MS. CRONE: Could I have the page, 
a please.. | 
8 MS. SYMES< 5 aa ee 
5 MS’. CRONK: Thank you! 

MEnGSYMES: Q. That it was adminis- 
tered some time between 1 to 2, 1 to 3 hours prior to 
II death. 

12 MS axCRONK: Pimtsorirs, thee Kauiman. 

13 CREP WiTNESS: Go ahead. 

14 MS. CRONK: You iwi Viurecall yasmr; 

15 that there have been two discussions about timing. 

i Miss Symes at the moment is referring to the exchange 
in chief between Dr. Kauffman and myself and during 

: that exchange his evidence was that it was li:to 3 

18 


hours prior to the time at which the ante mortem sample 


19 was 4:30 
was taken which/ and it was not the time the child was 


20 pronounced dead. SubSequently there was a different 

1 exchange between Mr. Strathy and Dr. Kauffman yester- 
22 day morning which had to do with three different time 
93 frames. So, I think to be fair to Miss Symes. 

Fy MS. SYMES: I am exactly -- that is 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.é@x. 6369 
TORONTO, ONTARIO 
(Symes) 


my whole point of going through here is starting at 
this thing and trying to narrow you down as to when 
you would place the time of the administration. 


As Mr. Brown referred to the window 


Opt: administration in another case -~- 
MR. HUNT’: | Could I ask you a question? 
MS .CSYMESSs Yes. 
MR. HUNT: Are we finished with the 


calculations on the board, because I think the Doctor 
had sométhing he wanted to say after recess about 

the calculations that you went through before the 
recess and if we are leaving that area this is a good 
ELMG “CO .dG te 

MS. SYMES: Well, you will have your 
chance to do reply. 

THE COMMISSIONER: No, but the 
calculations disappear’ otf the board, it will be 
Gri@Eenes boas, 

MS eeyviins: Oh, I see. 

THE WITNESS: My problem is I think 
I may have inadvertently agreed, not seeing an inheren 
error and I want to make sure that we aren't doing 
something, either I originally made an error or we 
made an error when we went through this just now. I'm 


not certain L know wherevittais but, Iywould4’like to 
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TORONTO, ONTARIO 
‘ : (Symes) 


go through ltbeagain and see 1f there is an error, 


MS. SYMES: Owes MiCalLcusation error? 

A. Yes: 

Q. Do you want to mark down my 
numbers? 

ae. esi: L think -1 understand 


With your permission, I would like to finish it now 
and see whether or not I agreed to an inherent error 
in our assumptions here, or I can write this down and 
we can come back to it later. 


THE COMMISSIONER: Whatever it is you 


Want |\toedc. 

THE WITNESS: It would be easier for 
me to do it now. 

THE COMMISSIONER: AD Seance. 

THE WITNESS: Assuming the .6 milli- 
litres being administered and assuming it was adult 


digoxin, ethatawould fgive saneamountio£ «15 milligrams, 


I believe, isn't that correct? 

MS. SYMES: Onat ves: I have just 
done that last with you. 

A. Yes. 

O- Dr. Kauffman, with respect to 
the vials. 
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ANGUS, STONEHOUSE & CO. LTD. KauUriman, “Cr. ex. 
TORONTO, ONTARIO ( Symes ) 
1 
2 
J10 your sheet here? 
S 
oO Ur course. 
4& 
A. That would gzuve us a total 
5 dose under those assumptions of 150 micrograms, is 
6 Eat correct? 
J i). Well, now wait a second, .6? 
| 
8 As Yeo ss "67 mull veres: 
oe Yes 
9 
A. OPtadult. digoxin. 
10 
whe Yes. 
11 
AY Which is .25 milligrams per 
2 millilitre. 
6) Ox Yes. 
14 A. Right, equals» si5 milligrams 
15 of ogo sne 
Q. RLegite 
16 
BY feaecthat correct? “i tank tt 12s. 
17 
Now, that equals - I am just changing the units now 
18 : ‘ 
to make At easiexr to go anead=—* that’ equals ®)l50¥micro- 
19 gramseoi tdi gexins= ) wanteto go through@:t “slowly and 
20 label everything so I make sure we aren't making an 
Z | error. That is a dose where postulating would have 
92 been administered in .6 millilitres over a 5 minute 
eriod. 
23 
ae Teen blo, 2S that, of digoxine 
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TORONTO, ONTARIO 


(Symes ) 
1 
2 
igual A. Ofvdi goxin:. 

3 

Q. Yes. 76, ofimiLiisLieres.,, ves. 
4 A. You see, .6 millilitres in the 
s) adult preparatien’ contains .25 milligrams per milli- 
6 tren 
7 Ore Yes. 
8 Dee Se;,2-6 millilitres. would 
5 Containe this amount ofsdiceaxin:. 

OF Les. 
10 

A. Rugh ewer 1 Sian 5 el orams 
i equals 150 micrograms. 
12 QO. Yes; 
13 re I have just changed the units, 
14 done nothing else to it. 
15 4 Yes, 
16 A. This goes into some volume to 

produce the concentration. 

yy 

QO. Yes. 
18 

Pe Then we assume the .8 that 
19 we were talking about here. The baby weighed 5.37 
20 kilograms and the volume distribution was .8 litres 

- 21 per kilogram. So, we come out with an absolute 

2 volume that we are talking about to distribute this 
pa dose into a 4.3,litres. 

OS Yes. 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO 
(Symes) 
A. DNase ft Vyousdivideas 6ieud mean, 


if you divide 4.3 litres into 150 micrograms you come 


out with’34 micrograms per litre*rather than’ 70". 


Ls Yes. 
Ay So, I thought we :-had an error 
but T°oaqidn’t know where’ it was.’ So, giving this dose, 


what I am saying is, giving this dose of .6, even 
assuming this volume, the lower volume, would not be 
predicted to produce a concentration in the neighbour- 
hood that we were talking about. Now, have I made 
Aner rDOr? 

QO. THetene? thing-1s, sie, that 
this’ was the proportion’ of"adult; vial or pediatric 
vial. I completely understand and that is why I had 


you go through the exercise with the 1 ml and the 2 ml 


Vials. “This calculation that we had done was .6 of 
an adult vial. Po Of aneadultevial@is*l-2 mis. 
A. That s*righic, Lc would=be cwice 


the volume. 

Q. Baactly. 

As So, the individual would have 
to not only select the wrong drug but give the wrong 
volume. 

oi Or conversely someone else 


might have selected the wrong drug. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, or.ex. 
TORONTO, ONTARIO 
(Symes) 
AR T sustasard mani ndivrdual, 
whatever. 
OH. Let's make it two separate - 


I quite agree with you. 

A. I didn't realize at the time 
you were postulating two Bastar errors. 

@), Yes. 

A. I was just looking at the 
exchange in drugs. 

On I want to make this very clear. 
These are percentages or proportions of vials. 

A. I understand that but I thought 
you were going volume per volume, I didn't realize 
you were multiplying times 2 of the volume. 

ne You have to because they are 
in different vials. 

A. Yes. You see, when I did my 
calculations I assumed they made an error volume per 
volume not that they made two errors. 

‘el Yes, but if one person had made 
the error and put the wrong drug, drawn up the wrong 
drug into the syringe, that is, drawn up an adult vial 
of digoxin for one vial of Inderal and then had 
given, as I said in my example to you before, half 


of the adult vial, half of the amount in the syringe 
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TORONTO, ONTARIO 
(Symes ) 


thinking that they were giving half of a vial of 
Inderal, that definitely is a second mistake but it 
would produce in this particular example .6 of an 
Adu tavade wowld) preduce dig mi lind eres offs digoxin. 
A. Given that scenario, yes. 
Now I see where we were et ae ate thank you. 
Ch. I mean, the example is correct, 
the calculations anet correct and, you are! right, you 


have to do the second step which I did with the vial. 


A. ves. 
oe Yes. 
A If you assume the volume error 


as well as the switch error then we come out the same 
place. 

OF Ands thevernor aeiithat, the 
doctor would look at the syringe and say I want to 
give, for example, half of it and the reason that he 
might say that is because I want to give .5 of an 
Til Eel ihe itvecenalt ofwant adult, that ws -~aiGe that 


As, what. 2S ian the syringe, it produces - well, let's 


use .6 - it produces 1.2 mls. 
THE COMMISSIONER: Yes, Miss Cronk. 
MS .; CRONK*: T isonny Aagad neko 
interrupt my friend. I didn't stand and inter- 


rupt when Miss Symes put the vials to Dr. Kauffman 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO 
(Symes) 


because I thought she was then putting a hypothetical. 
She suggested at that time, according to my notes, that 
there was a vial attached to the syringe of the drug 
that was attached to the end of the bed. We of course 
have heard in evidence that Dr. Kantak was recorded 

to have administered the ae. testified at the 
preliminary hearing that attached to the syringe was 

an empty vial of Inderal. 

Now! dntifazrnessotoacthe* Doctor, I 
simply suggest that obviously what I thought was a 
hypothetical was not a hypothetical and, if that's the 
case, then he should be told what Dr. Kantak's 
evidence was and being invited to express an opinion. 

MS. SYMES: Well, Miss Cronk, you 
also note that there may be other evidence to 
question that. 

MS; CRONK: Well, at the moment I 
don't, Miss Symes. I mean, if there was other evidence 
at the preliminary hearing I would like to know about 
Vt. 

MS. SYMES: There is nothing I know 
of in the preliminary hearing and I am putting it to 
the Doctor in the hypothetical because I am sure that 
we are going to have to hear a lot more direct evidence 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. oO 
TORONTO, ONTARIO é 
(Symes) 


before we can come to any conclusions. 
THE WITNESS: My answer is hypothetica 
MS. SYMES: Q. Your answer is 
hypothetical. 
Now, let's go back to the timing then 
with respect to the arene I quite accept what 
Miss Cronk has said and, that is, that there were 
a number of calculations that you had done with 
respect to the time and all I would like to do is 
try and sort out what your best estimate with respect 


to the time is. 


~~] 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr.6x. 6378 
TORONTO, ONTARIO (Symes) 
0, What we know then, the baby 


got into trouble at 0345; we know that at 0420 we 


have an arrest; we know that at 0430 that we have a 


sample taken, and that is the sample that produced 72. 
A. CER Wac'started at 4:20, roughly. 


0. Starting here at 4:20 according 


to the nurse's notes on page 29, and we have 456 
code stopped. Theoretical or actual death I guess at 
43567 

A. Yes. I suspect death was 
eccurring duringsthat entire» 1=1/2 hoursy 

0. Now, one of the problems is 
how much circulation and profusion they were able to 
effectively produce with the CPR, that is a concern, 
LSD E42 EP NSeNeaNnyearrest? 

A. You hope you produce enough 
to maintain the patient's oxygenation until you can 
establish a normal heart rate. 

0. And if CPR iS continued would 
it then be distributing blood throughout the body? 

A. To some degree. 

0, And if-digoxin: £s..inathe: blood 
digoxin would also be being distributed to the body? 


A. Its couldrbe. 


0, Now, if we look at Exhibit 217-1 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6379 
TORONTO, ONTARIO (Symes) 


i thank Mr. Bllist has putwitei netvontacts yous eithis 
a4 distribution chart that was put in evidence by 
Dr. oprelberdq, 
THE COMMISSIONER: This is what number? 
MSITSYMES + feclicnk. 
THE COMMISSIONER: «An exhibit? 
MS: SVE ot. 217.5 
TE COMMISSTONERserOhnpaves;eaileraght. 
MS.3SYMNEStg Of Donyoushave it in 
front sor vous 
A. Yes,u lihavesitpeathankseyous 
0. That was presented to us as 
a pictorial representation of the distribution and 
elimination phase of digoxin over time, plotted on 


a logarithmic basis. 


A. From serum? 
Q. From serum. 
A. I assume this was hand drawn 


by Dr. Spielberq. 

0. Wavberhesdidritiwith a ruler. 

A. I don't know, I was just asking 
did it represent real data, or was it from a publicatio 
or did he=just give’ this to you as an example of an 
illustration of what he was talking about? 
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TORONTO, ONTARIO (Symes ) 
A, Of what he was saying at the 
time. 
0, Of what he was saying at the 
time. The question is, he has postulated that in the 


alphalphase the half lite wom distributien.1s, 30 
Manubes, and) l thank svyoushave,agreedathatsthatiis 
reasonable. 

A I have agree that the alpha 
half life in serum is 30 to 60 minutes. 

} And that the volume of 
distribution in this I think he has postulated as 
ieee lela geen! &. 

A. Which is essentially what I 
talked about. 

0. And then he has talked about 
the beta phase which is the elimination from serum, 
and he has postulated that to be from 20 to 80 hours. 

A. Yes, 

ane And I believe he told us it 
would be about 5 half lives to distribute. 

A. You would expect the serum to 
have reached equilibrium with the rest of the body in 
5 of these alpha half lives. 

0. Now that is uSing a half life 
as 30 minutes, that would give 2-1/2 hours, isn't that 


correct? 


We 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman ; ‘COLTex. 6381 
TORONTO. ONTARIO 
(Symes) 


A. ¥YesP Yes? Sis" thatsrrcnt; 


5 times’ 3° rs 150°minutes, ts that 2=-1/2*Hours? 


0. Yes. 
A. Okay. 
0. If digoxin were given either 


IN FeLrrOr sor Anwany way acministered around 3150 tO 
3:45; if digoxin were administered at the top number 
and a sample were taken at 4:30, that would have had 
then’ 45 ‘minutes in which to d€rstribute, to. an hour? 

A. There would have been, 
assuming that there was reasonable circulation -- 

0. Yes. 

A. There would have been about 
45 minutes for the digoxin to be equilibriating outside 
the serum. 

0. Ana that would *berwilthin /*to 
1-1/2 half lives? 

A. Thatlevsecorrect: 

0. And "during “chat “period *ef*1 to 
1-1/2 lives, I understand that whatever amount of 
digoxin that there was in the serum one-half of it is 
gone tal ter eiehaleei i fe? 

A. You have to remember that 
these are hybrid constants, so that the alpha half 


life represents one process that is removing digoxin 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex, 6382 
TORONTO, ONTARIO (Symes) 


from the serum, m@the betaswhichsweacaliskelimination, 
is a second process that is removing it, and so these 
are going on simultaneously, they don't operate 
independently. So you can say it this way and be 
correct; that within one alpha half life half of the 
digoxin that is going to leave the serum due to 
distribution wouldsbe' gane, but it won't be half of 
what was there because the beta process, or the 
elimanationtprecess lis accountingyilorspareeol 2k, 


it is a hybrid function, do you understand what I am 


saying? 
0. Yes. 
A. Okay. 
0. I understand the two things 


operate simultaneously. Of course the alpha with a 
30-minute period and the beta with a 20 to 80 hour 
period, the alpha is going to predominate, isn't it? 

A. The rate of decline tends to 
be controlled by the - in elimination by the more 
rapid of the two processes, the constants during that 
period. 

0. Yes, because one of them is a 
much sharper curve? 

A. That is not why, but the curve 


describes it. 
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0), The curve describes that the 


sloped end, that is the rate of change, is much faster? 


A. Tha thls *righte 
Q. In the alpha curve? 
A. THat 25) S1i0he; ‘the concentration 


of serum is much faster in‘the alpha phase than the 
beta phase, that is right. 

Q. So ittwouldnlitebexiariaQwrong 
in the first .nalselifte thenrta say othatasehesalpha is 
going to predominate? 

A. I think it defines the 
dominant slope of the curve, yes. 

Q, Fine. 

A. Acutally what you actually 
see are not two sharp curves as you have drawn them, 
you see a curve linear, a curve linear graph. 

0. LiEVis*exponentialyeisniteit? 

A. Well, he has drawn exponential 
butpateisnttraisharp break like that, it 1s a curve 
linear's picture when the points reflect usually. 

0), I only want to talk of course 
about the very steepest part of the alpha curve at 
this point, and that is during the first or 1-1/2 
half lives when I gather digoxin is coming out of the 


serum and into the tissues? 
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A. Weld yagi teeseromrngleurior tthe 
serum and going some place. 

0. During shacrl=—L/2ohalradives, 
I gather that the digoxin would commence binding to 
the: heart? 

A. Some of it would. 

0, You say that the digoxin comes 
out of the serum and goes into tissues; would the 
going into tissues depend upon which tissues? 

A. Wate APethinkoteers faire tro 
say it goes into tissues. The rate at which it goes 
into various areas of the body apparently is quite 
variable. 

Q. Okay. 

A. You have to think in rates 
white ,.wetareetalking about sthus, 

0. All of this I gather we can 
quantify, we can describe qualitatively what we think 
happens, is that right? 

A. I think we can talk qualitativel 
yes. 

0. So that when the blood is, 
half of the digoxin is leaving the serum, is it 
reasonable to say that the tissues that it goes into 
at first are most likely those that are profused most 


greatly with blood? 
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A. During the early distributive 
phase the drug tends to get to the high blood flow 
Organs first. There are>many otheril factorshthat 
intinuence the rate, but blood flow during that period 
of Lime is an 1mMmportantydactor: 

0. And ‘the heart is one of the 
tissues, or one of the organs that has a large, 
relatively: ay laxrge*bloodj flow through it? 

A. Yes; normallyent doess wes. 

0. What are the other factors 
that depend upon which organ or which tissues digoxin 
would adhere to first? 

A. It depends on the make-up of 
the tissues in terms of their protein, fat, water 
content. Whether or not there are specific binding 
sites) *opethneratiinity of non-specific binding sites 
for the drug: and the drug solubility. and varwous 
components of that tissue in the brain, the blood 
Drei Darrtlem'secrss Lo mMakeia tevery ditfivecult for 
digoxin toqetra nto ‘the: main’ parts) ofthe: brain wery 
rapidly. 

Q, So blood doesn't go through 
to the brain; we have one thing was the profusion 
over the tissue or the organ. The other thing was 
the number of receptors, are they specific or non- 


specific in tissue? 
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A. Well, I hate to talk about 
Fecep tors, 

Q. Would you call them binding 
Sites? 

A. The affinity of various binding 
sites for the drug. 

0. And does the heart have a 
high-affinity fom-bind) nea 

A. Lt. has >. ket +seemstorbe tat 
equilibrium, it is one of the organs where higher 
concetrations are seen, yes. 

0, Do we know that the digoxin 
when it leaves the serum and goes into the tissues, 
that as time continues the digoxin may leave the 
initial tissue that it is attached to and move to 
another tissue? 

A. Yes. I think that there is, 
during this period of time there is probably 
re-equilibration occurring as total body equilibrium 
ensues. Because initially you would anticipate seeing 
higher concentrations of the high blood flow organs, 
and then as you approach equilibration you could have 
some digoxin coming out of those tissues and being 
carried off to another spot as everything equals out 


to what it is eventually going to be a few hours later. 
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0, Invthecinitialtperiod, dinethe 
imitialofirstralphasthaliniife;sand*sayothe second 


alpha half life =-- 


A. I beg your pardon? 

0, In’the first alpha half life. 
A. Yes, 

0. Thevfirst B0uninutes -- 

A. Okay. 

0. -- or the next 30 minutes. 

A. Okay. 

0. In that period of time can we 


agree then that the digoxin that is leaving the serum 
proportionately will be found higher in tissue in the 
heart. If we were to sort of click a picture -- 

A. Higher than what? 

0. Than it would be if it were 


taken say 2-1/2 hours later? 


A. No, not necessarily. 
0. Why? 
A. Because some of the data I 


have seen suggests that for some reason the rate of 
distribution is momentarily higher, for example in the 
kidney, than the heart, compared topsteadycstate 
concentrations: )<So.youshavesto icomparesthe ratio of 


what the heart concentration would be at the moment 
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in time you are postulating compared to what it would 
be "at equilibrium? *and then what the*concentration in 
the reference organ would be at the same time during 
distribution related to what. it would be at equilibrium 
and this gives you some idea, it is not a good 
measurement, but it gives you some clue as to what the 
relative weights of distribution may be. 

In other words, what I am saying you 
can't conclude from what you have just said that 
although the heart may eventually bind a lot of digoxin 
that its rate of uptake will necessarily be higher 
relative to some other high blood flow organs. Do you 
understand what I mean? 

0. I understand what you are 
saying, ‘but Ididn’t' mean to ask that question. 

A. That is why I asked you 
relative to what? 

Q. Hidndn*oemean totask that 
question as to whether or not the relative uptake of 
heart compared to kidney was higher. I am asking a 
simpler question than that. 

A. Okay. 

0. And the simple question is, 
if we clicked the camera after 30 minutes, that is 


the first alpha phase,and took a piece of tissue from 
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the heart and measured the digoxin level, then waited 
until the alpha phase, the distribution phase was 
More OG less complete, 2-1/2 hours later and clicked 
the aaa again and took a bit of tissue from the 
heart; would the level of digoxin in the heart be 
higher in the first than in the second? 

A. I would predict it would be 
higher in the second. 

0. That it would be higher in the 
second? 

A. Yes, if I understand your 
question, 

THE COMMISSIONER: What she is asking 
I think is there a greater adherence to tissue in the 
Ligste Grow ene second, tiat's all? 

THE WITNESS: That question doesn't 
make sense. 

THE COMMISSIONER: It is obviously 
more in the second, but does it proportionally come 
more an the Ttirst than in the second, that's all? 
Thewti sete halt Life == 

THE WUENESS#. The cCarst halt life 
you get half of what is eventually going - the net 
is half of what it is eventually going to be, and in 


theesccond half lite you get a quarter of what it 
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is going to bes is that your question? 

0), Well yes, and further on is 
that during the second. third anc fourth aloha halt 
lives some digoxin may leave the heart and move to 
other tissues, or other organs? 

A. TOG GaknOwethau de tie tace. 
If you can show me data that that is the case I will 


accept it, but I don't know that's the case. 
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Bui tdenieaknow that thar us the case. 

O. DoUvoulknowethat atteres— 

Aw What I was speaking about as 
reshuffling is that usually high blood flow organs 
Wieh slow bindingrarlinities will initially have very 
high concentrations pouauee of the blood flow and 

solubidity, obupreehenethethignersakltinitydorgans will 
eventually take up more and the concentration; in those 
high blood flow low affinity organs will decrease 
as later on in this distributive period. 

I don't think a heart is a low 
aLtinityvorgan. wernt oktitere a haughtaiiinity organ. 
sownat I am saying - I used kidney as an example 
because it happens to be a high blood flow organ 
that has a Lot Gf cigaoxin wmdtthuinrtiably.after an 
acute dose, and then it drops with equilibrium. 

The heart seems to go the other 
direction. It takes it up because it has a high 
affinity but the rate of uptake may be a little 
Slower than the kidney. 

On I understand what you are 
saying but the digoxin that moves, for example, to 
the brain has got to come from somewhere. 

A. True, 
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from the heart? 

A. Teden?teknowehewanucheof 1¢t. 
I doubt EE veryamuch ofwetedoes+t 1. i vstspecterkatiit 
comes from tissues where there is less affinity for 
1b eg 

But we have to remember that when a 
molecule of digoxin goes to one spot, ,it doesn't 
stay there. I am afraid people are starting to think 
that we are dealing with a non-dynamic situation, 
that digoxin goes into the blood, it gets carried 
to a spot and stays there forever. 

Well, that. isn't what happens. You 
have a dynamic situation all the time because all 
this binding is reversible. 

One We understand that. 

A. And it is related to 
concentration and relative affinities. 

Oe We understand that it is 
constantly binding and unbinding during life. 

A. Right. 

OQ. With resnect to the distributio 
of digoxin from serum to tissue do you agree that we 
know very little about it? 

A. Well, I agree -- 
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(Symes) 
A. I agree with that. 
Oy In terms of rates or -- 
A. We especially know very little 


about the dynamics, the quantitative dynamics of its 
movement into tissue. 


ANGUS, STONEHOUSE & CO, LTD. Kauttmean peo .es. 6393 
| 
Os And I had given you last night 


a case study, a case report by Dr. Hastreiter. 

A. Yes, and I brought it with me 
nis morning. I thought you might mention it. 

OF And with respect - well, I 


hopesto do@ehat. “This 1s a report entitled) *Accidental 
Digoxin Overdose in an Infant Post Mortem Tissue 
COnecentrarion! sand. 1. te, Louna in the Journal of 
Forensic Sciences, and I must confess that Mr. Brown 
Gavevs = Come.) salon fo tind tt myselt. I think they 
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MS. CRONK: Why do you confess that? 

MS. SYMES: Because I am honest in 
attributing good research to where it belongs. 

Oe Cheri s reeort = coula fnis 
report and I think everyone now has a copy of it, 
Mr. Commissioner. Could it be marked as the next 
exhibit? 

THE COMMISSIONER: Case report - what 
Number “are we ate 2.76. 


=---EXHIBIT NO. 276: “Report entitled”"Accidental 
Digoxin Overdose in Infant 


Post Mortem Tissue Concentration". 


as I understand that this then 
is really about one particular child, a seven week 
Old child who was on digoxin therapy and was given 
by mistake an enormous dose of digoxin? That is 
2 *nililigrams of digoxin IV: 

THE COMMISSIONER: Before you get too 
deeply into this, you realize we are having the 
author of this report next week? 

Mow ovMEes Lteis specatically with 
respect to the distribution into tissue, Mr. 
Commissioner. 

THE COMMISSIONER: Yes. All right. 

I wonder if you could let me have and 


perhaps we could ask Dr. Kauffman not to listen, but 
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what your ultimate question is because I don't 
know where this is all leading, the ultimate 
question --- 

MS. SYMES: The question is in 45 
minutes how much digoxin might we expect to see in 
heart tissue? 

THE COMMISSIONER: . Yes. .All right. 

MS. SYMES: Q. That was essentially 
what the purpose of this particular paper was, wasn't 
Lt? Le ps 7usteone. chi bagthat ehevaeares trying <o 
follow and I guess by a very unfortunate accident 
they actually got to observe a child where they knew 
many of the unknowns or Oe that we have made? 

A. This was a baby apparently that 
was known what the dose was and pretty closely to 
when it was administered so they had a lot of 
information that we don't have on any of these 
cases. 

ap So this one then we have a 
few less assumptions we have to make about it? 

A. Yoo. 

ae A seven week old baby then is 
obviously a young baby and I believe that the child 
weighed - whatever a child weighs. 


Do you remember what the child weighed? 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, er.ex. 


(Symes) 
1 
m A. I@rion ** know thatvrt is “in 
3 the paper. 
[3 4 Mot CRONKG S248 08 
c THE WITNESS: Oh, here it is. 
Aa Lees. 
6 
MS. SYMES?"* ‘O}* "And I= gather that the 
; child then was given 2 milligrams of digoxin IV 
: and died 45 minutes later? 
9 ahd Thats COLLeCT « 
10 Or That is the basics that we need 
11 to know about this: 
12 fets not clear“. gathert irom this 
particular reading whether or not the child arrested 
and then died; whether or not CPR was performed 


between arrest and death. None of that is 
particularly given? 

Ax NO ,asl Srnec: 

OF So we can't tell, for example, 
comparing it to Justin Cook whether there was good 
circulation for 45 minutes or slightly impaired? 

A. No. 

Oo. Or slightly impaired 
circulation for 45 minutes. 

A. The other and confusing 


thing = -Chis+anfant is atclose twin it looks like to 
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TORONTO, ONTARIO 


Kauffman, Cres. eM 


(Symes) 


Justin Cook in terms of what happened, but in terms 


one other thing that is different, though, but this 


of age and levels in tissue and so forth. fThere is 
baby had apparently already been digitalized. 
| 


Oe Exact Ly. 

A Andsthats Wakes =—— 

oO: That makes guite a difference? 
A. That creates an unknown. 

Og The digoxin had been prescribed 


and the child had been in hospital for three weeks 
following admission so we can leave out the other 
variable that you used on another child, and that is 
we can presume that digoxin was given for that three 
weeks? 

a We hope that administration 
1s better at the hospital than at home. 

Os We hope. Okay. Table l. 

My understanding of Table 1 indicates the presence 
of digoxin in various tissues. 

Obviously it is post mortem and 
obviously it is 45 minutes after the administration 
of 2 milligrams of digoxin. Is that right? 

A. The death was 45 minutes after. 
I am not sure when the autopsy was actually done. 


I don't recall if they say. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6398 
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O.. TeclOre tek ilOW . sem Cal tc 
remember that. 

A. But assuming that there was 
no =signitficant change: or redistribution prior to 
autopsy I would think these are fresh levels; I 
think we can accept them as being as good as anything 
we have got on the other patients. 

oO On Table 1 then the controls 
indicate under Tab 1 expected values or normal 
values for digoxin in neonates and underneath is 
in older infants and children, and the plus or minus 
Pe the standardscevyilet1on..) ls that right? 

A. toe 1c? © don’t know... When 
I read this last evening I wondered about that. He 
doesn't say if that is the range - I assume it is 
standard deviation because this is the usual 
notation, but it doesn't say. 

(em We will have to --- 

THE COMMISSIONER: Who are these 
controls? It is in the paper but tell me who are 
they? 

MS. SYMES: Q. Who do you understand 
he has compared the controls to? 

A. From the paper my understanding 


is that these were infants who had been receiving 
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TORONTO, ONTARIO (Symes) 


therapeutic: doses of digoxin and had died for whatever 
reason and in whom they had obtained fresh tissue 
levels at post mortem. 

(he Dry KRavriman, “they srelatively 


fit into the ranges which you have given us on 


previous days for normal eves Std LoGseme ui 
tissue; +15 ¢thatscorrece: 

A. They fell in that range. 

OQ. Yes. The top then of Table 
1 is) the particuler distribution of ths child's 
digoxin that would be within one and a half lives 
if we assume a 30 minute half life; is that correct? 

A. These represent concentrations 
in the tissue of, following about one and a half 
serum 30 minute half lives, alpha half lives. 

OF And there appears to have 
been - there of course was a very large dose of 
digoxin; that is 2 milligrams, but there appears 
to have been a.substantial amount of digoxin made 


its way to the atrium ventricle of the heart? 


Be Yes, 

QO Do vou agree? 
A. Yes. 

QO So. tiata—-= 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 7) pC aes 6400 


TORONTO, ONTARIO ( Syme iS ) 
1 
i) 
on] 2 A. One problem - the problem I 
3 raised a minute ago, I don't know how much of this 
4 was due to therapy. We can assume it was somewhere 
in the neighbourhood of these control concentrations. 
5 
6 


Gr. This would be a neonate, 
wouldn't this child seven weeks? 

ive Yes, 1 would agree. 

on So for example if the child 
were on therapeutic digoxin we would expect in the 


right atrium to have tissue concentration of 95 


plus oreminus, 5977 


7X Right. 

Ox Is that correct? 

A. Yes. 

OG. But instead they got 667? 

A. Reahe. 

O. And I could read the rest of 


those exactly as is? 


A. Yes. 

0% I am reading them correctly, 
am I? 

A. You read that one correctly, 
yes. You haven't read the rest of them. 

Q. Neo, «no. 


A. T am not sure we need to. 


3% | ia Sy Thy ara) oat 
nig Wot wold 3" nal ] , ond Gheain @ Senter 


fw J) ate nd itty SH > evan rate, aF ene ota 


as2ene open? By hosuryddieden wily nv. 
nyt? , 

P vue ¢fiae ati 2* ep fpewy 

gf (0 [i Jysqgniaid «o iis 


Y Pan O34 TH Lae De vigils 


‘od auio a agt¢ 
. I ; 
fa 
| "ia 3 Sant time (i 204. a) 
wtf veh 
fi: f6e7 Loot. BW of) TP 7 
| 7 
| fui se visemn wes ity 
. ae A | | 
| | . ue 
. (“isoaries mot oiloned aa J) “) | 
| | ?t mb 
\igeettou ong dada hee war oo | 


met) Jo seor e408 Daas J‘ neve Wot 
. | an on ot ‘ye a a 
, a x soi) aati 
O) bea ow orue foun met os 7 oo 

: - ; wave : 4 _ 
or" me | 7 re a, * 


iV Mak 


av 


- : 


vy 
ry 7 ny 


iL 


ANGUS, STONEHOUSE & CO. LTD. Kaiutiman ,) Cr.ex. 6401 


TORONTO, ONTARIO (Symes ) 
oO” But if I read the rest of them 
the same way. 
A. What I did was I compared 


the same heart chamber level to the mean and standard 
deviation of the full term neonates below it. 

ep And it appears that the 
chambers vary depending on how they take up digoxin 
ain 45 minutes? 

A. It appears that way, yes. 
Not only the chambers but the other tissues also. 

ar Bxactly. “Thevonly reason. 1 
am concentrating on the heart is because that is what 


we have in Cook. 


A. REOIVG . 

Oe And the only thing that I want 
CO Uses LLOleenisce — it) 1s arrricult 2 guess to under= 
stand - I guess you write a paper about one 


particular child and I guess another child might 
be entirely different, but at least we have seen in 
ONG particular chilavin 45 minutes a substantial 


amount of digoxin actually got to the heart tissue? 


A. That is correct. 
oF Okay. 
A. Or it was found in the heart 


tissue and we assumed that a significant portion of 
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(Symes) 


that that was found got there from that dose. 

oF There is nothing in the 
paper whatsoever that this :child was toxic before 
he received oo 

A. NOP noe 

O. - before he recéived the 
digoxin? 

THE COMMISSIONER: Well, there would 
have been some. 

THE WITNESS: There would have been 
some there. 

Mo ow ovMboato 0. Oh; Of GCourse. But, 
Dr. Kauffman, I have perceived it correctly, have I 
not that what we would expect there would have been 
approximately the 95. 

THE COMMISSIONER: Only if it were 
a therapeutic dose. 

MS. SYMES: No, siz. Perhaps 1 
CoOuloccrveatali. 

If the child were on a therapeutic 
dose ==-— 

THE COMMISSIONER: Yes. 

MS. SYMES: And he were being 
maintained. 


THE COMMISSIONER: Yes. 
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TORONTO, ONTARIO (Symes) 
1 
2 MS. SYMES: We would expect that the 
3 level of digoxin in tissue would be 95. 
4 THE COMMISSIONER: Oh, I.see. Yes, 
Bie 
a 
THRIWLINESS2s According)to.this right 
6 
atrium. 
7 
L3 
2-10 3 MS. SYMESel st Thee right. atrium. 
| THE COMMISSIONERs.) So you-sSubtract 
9 
95 from 667 and you are going to prove something 
10 


by that, are you? 
THEPWITNESS: Well, af, you, wants, to 


look at extremes like we have in the other cases 


you have to at least go 2 standard deviations above 
and below that. So the real value - there is a 
97 point something per cent probability that the 
real value was between --- 

Ma. SYMESseOe SlS0c t’Down to 30 from 
ia he 

A. WelL, et =uswmore: than b50. 
2 standard deviations --- 

OF 2 standard deviations. 

iN SOs Beisigoingeto hesalmoss 
300 down to 10 so the real value lies somewhere in 
there. 


Q. Somewhere between --- 
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Ae fi=don't want you to mis- 
represent what the possibilities are. 

oO. Ohy enow,ssir, wevwanteto be 
absolutely precise. And similarly we could say that 
667 might not be right; fthat) there/might be a range 


on that as well --- 


A. Well, it was right --- 

Oe LE you took a slice of 
CLSSuesnext COVlLe at mignt be slightly higher. 

ie Peowas right in this 
particular baby. The reason we have a standard 
deviation in these others is we have several babies 
and the mean from those babies. 

O's Doctor, you will agree with 
me that if we took several slices of tissue we might 
get a variation amongst those tissues as well. 

An I agree with that. 

OF So that we know - all I want 
TOSGACIaCL rorethis particular: paper 16 ‘that in 
45 minutes in one particular baby digoxin went from 
the serum into heart tissue? 

A. Some digoxin went from serum 
into heart tissue I am sure. 


Cys And obviously some went into 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO Kauffman, (Gig -Se.<% 6405 


(Symes) 


kidney, liver, fat. brain? 
A. Yes, gut and everywhere else. 
O; Everywhere. Thymus and spleen 


and 2t Carries on for anotner cCwo pages’. 


rie Tee 1s Prgnt, 

Oe Going back to Cook then we 
know if the digoxin administered at 3:45 - let's take 
exactly the same numbers as this sample - pardon me, 


as the Hastreiter paper, and we take a sample at 


4:30 we have the same time frame which is 45 minutes. 


ae You mean we give 2 millilitres 
at 3:45? 

Oe If an overdose of digoxin were 
given at 3:45 - obviously any digoxin given to this 


child is an overdose because he is not on digoxin. 
A. Well, it may not be an over- 


dose but it would be a --- 


or More than he should have had? 
A. - a non-authorized dose. 
ee If any digoxin were given to 


this child at 3:45 in 14 alpha half lives some of it 
would adhere to tissue, to heart tissue? Would you 
agree? 

a; Some of it would go to the 


heart. 
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Kavutiman, cr.ex. 6406 
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2 || Qs Would you agree with me in 


3 the remaining I think it is 26 minutes from sample 


to, and I say arrest stopped, code stopped, in the 


5 | remaining 26 minutes more could go. 
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A. Wer, ee chink “Ehnere “1's a 
possibility that digoxin, some digoxin would go to 
the heart during that period of time shortly before 
and following arrest and up until the time circulation 
or the code was stopped and we assume there is no 


circulation, not even poor circulation. 


on i A256 2° 
A. Yes. 
wine Yes. So that we know then 


just in the first timing that part of the digoxin 
would have left the serum and gone into tissue and 
if CPR was able to maintain some circulation digoxin 
would continue to leave the serum and go into tissue? 
rays Say that again, I want to make 
sure I understand you. 
OF Prom o745 co 4:20, Which is 


a 45 minute time? 


A. RoOWey aio oil. 
Gy It’ is one and a half half 
lives, alpha half lives. Digoxin would leave the 


serum and go to heart tissue? 

A. It would leave the serum. 

Q. And go, amongst other places, 
to the heart tissue. 


A. It starts distributing all over. 
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ANGUS, STONEHOUSE & CO. LTD. 6408 


TORONTO, ONTARIO KRaufLiman. .Co.exk, 
(Symes) 
Or Vecsw butathe- Hastrel ter 


article would indicate that some of it would find 
its way to the heart? 

A. Some of it goes to the 
Near, Sciicc. Selon. 

Oe In addition, from 4:30 to 
4 5G ff CPR maintains some £Lorm of circulation Paeences) 
digoxin would distribute? 

A. Les. 

el; So, in other words, the sample 
that was taken of heart tissue after death we would 
expect that 1 would contain some digoxin? 

A. If that happened you would 
expect to see some digoxin in the heart, that's right. 

(he And what we would expect that 
over that period,. which is one hour and 1l minutes, 
we would expect that the level of digoxin in serum 
would be coming down, is that correct? 

Be ie Se 

Os And that the level of tissue, 
heart tissue would be rising? 

A. It would be rising or shifting 
in all tissues and I would expect it to be rising 
at some rate in heart tissue. 


on Now, can we go back then and 
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ANGUS, STONEHOUSE & CO. LTD, Kaurtfman, cr.ex. 6409 
TORONTO, ONTARIO (Symes) 


could you assist me with the numbers on the board, 
can you give me your best estimate as to when you 
think the digoxin was administered? 

THE COMMISSIONER: He's already given 
Eats cO.vour 

MS. SYMES: -I want to try and do it 
in terms of - he said one, two and three hours. 
Could Vouriust,.s0 Ll CcOUulad write it down, on the 
board. 

A. think there are a lot of 
vagaries here. I think it was administered some 
time, if it. caused the initial symptoms at 3:45, 
it had to be administered some time prior to that. 

Oe What is the outside range 
that you would place that? 

A. The outside range I would 
Ehinks 

THE COMMISSIONER: You mean the farthest back? 

THE WLinNkoo: ©. am sorry? 

THE COMMISSIONER: You mean the 
farthest back, the earliest? 

THE WITNESS: Oh, you mean the 
earliest it could have been? 

MScecoe Meet 5 OO, ces. 


A. Well, with the concentrations 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex 6410 
TORONTO, ONTARIO v e e 


(Symes) 
1 
2 in serum that were found at 4:30 and the high tissue 
3 concentrations in the myocardium the time I gave, 
4 and I don't have any reason to depart from that, 
5 would be no longer than three hours prior to that 
: simply because it is hard for me to conceive that the 
baby would not have developed symptoms if it was 
; administered longer than that. 
8 Now, I know that there are cases of 
9 babies receiving large doses - well, I don't know 
10 what the dose was here. 
11 THE COMMISSIONER: I am sorry, Miss 
12 Symes, that is 0045, not 1245. 
3 MeaneovMEs: “Isnt 16 the same thing? 
THE COMMISSIONER: No. 
si Mores y Mines ib. ben) t, hs vii? 
W tHe COMMISSIONER: No, sorry about that. 
16 MS. SYMES: You're right,0045, 45 
17 minutes after midnight. 
18 A. I acknowledge that there has 
19 been at least one case where the baby received a large 
20 dose of digoxin and according to the paper showed 
Symptoms up to eight hours later but I think that is 
really highly unlikely. The other few cases have 
gs been much earlier than that. So, I think we have to 
23 stay somewhere in, in all likelihood, a three hour 
24 
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(Symes) 
1 
i) 2 range prior to onset of symptoms that we could 
3 contribute to a toxic dose of digoxin. 
4 a, What is the shortest? 
THE COMMISSIONER: Could you make it 
: the earliest and the latest. 
5 MS. SYMES: Yes. 
7 THE COMMISSIONER: Because I understand 
8 that. 
9 MS. SYMES: So, this is the earliest. 
10 The earliest and latest, sir? 
1 THE COMMISSIONER: Yes. 
MS. SYMES: And what would be the 
12 
latest? 
13 
A. My best estimate as to 
14 LACE ances thee sects Cilte. It. has: to: be some= 
15 where before 3:45 if we attribute those symptoms to 


Liane et hikes tas Dodges) len probably not. so 
likely but it is possible with a large dose to see 
symptoms 15 to 20 minutes after a bolus, and there 
aremeceOveOt variables here. i think it 1s probably 
longer than that but if you want outside numbers that 
could include all possibilities I would say the earliest 
may be 3:30. 

o. Okay. And that is assuming, 


that is the important hypothetical, is assuming that 
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ANGUS, STONEHOUSE & CO. LTD. 6412 
TORONTO, ONTARIO Kauffman F olte A ex _ 
(Symes) 


what was seen at 3:45 were symptoms of digoxin 
IintLoxicatian? 

A. Yes, that was what I had just 
said. 

O.. In that particular example, 
let's take the earliest, in this particular example 
would you agree with me that this would have had 
fFouLrT hours PMnswhechitondistrybute> sAtTLO045941£ 
digoxin were administered at 0045? 

A. ASLitible over fourthourss 

Ox It would have been a little 
over four hours, which would have been the complete 
distribution in the alpha phase? 

THE COMMISSIONER: No. 

MS.” SYMES;:" Well; practically it should 
have distributed in two and a half hours. 

A. Distribution following a 
therapeutic dose at least usually is accomplished 
by 46 hours; equillibriation is accomplished in four 
torsiswhourss 

Oe In this particular case then 
I understand that as we go on in time less and less 
is being distributed? 

A. It tends to become 


insignificant after a while. 
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ANGUS, STONEHOUSE & co.tTo. Kauffman, cr.ex. 6413 


TORONTO, ONTARIO (Symes) 

1 

2 O3 So that in that period most 

3 of it would have been distributed to the tissues? 

4 A. It would have been distributed 

5 out of serum. I keep saying that because I don't 
want to convey a conceptual error here. ‘People 

°| tend to equate, this has happened in Dr. Hastreiter's 

q paper andtloammoteecriticising him but. many other 

8 papers too people intend to equate a disappearance 

9 from serum to appearance in tissues and they are not 

10| the same. That is like sitting at the airport and 

1 watching and counting the planes leave and concluding 

5 what time they are going to arrive at what destination 
and it just isn't the same. 

. Qt I guess like-any small child there 

14 


is limited places to go and time to get there? 


15 A. There aren't limited places 


16 GONG: 
17 Os Well, in the earliest example 
18 you have given then, most of the distribution from 
19 serum would have been completed? 
A. phat Yser1. gnats’ -10u see, rmny 
a point is that we can conclude that a half life of 
= disappearance from serum is equal to a rate of 
22 appearance in any tissue. 
23 . ay I understand what you are 
24 
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ANGUS, STONEHOUSE & co.t_tTo. Kauffman, cr.ex. 6414 


TORONTO, ONTARIO (Symes) 
i 
8 2 saying but justUin termacofswhat would stilirbhe 
3 in serum. 
B 4 Ae ves: 
Os Okay. 
= 
A. Not all that was there is 
: gone, it is equillibriated .to what its equillibriation 
; concentration iS going to be. 
8 OF Going back to the Hastreiter 
9 articley;ebxhibrt 276 ion page i282cofethat he 
10 hypothesizes, doesn't he, that the half life of 
11 distribution of digoxin into tissues is 30 minutes. 
i THE SGOMMIGSIONER: ‘Iltam sorry; what 
page did you say? 
- THEOWLINESS sont vam tsorny piivamrnot 
i with you. 
15 THE COMMISSIONER: What page, Miss 
16 Symes? 
17 No@eorvibSeeLEeeis Exhibpae: 276% 
THE COMMISSIONER: Yes, but what 
page? 


MS] SYMES¢ eedustea seconds” Onepage 
483, I gave you the wrong page. 

A Yee. 

On Under discussion. 


DS Right. 
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ANGUS. STONEHOUSE & co.tto. Kauffman, cr.ex. GALS 
TORONTO, ONTARIO (Syme Ss ) 


o. The second full paragraph 
reads: 

"Following intravenous administration 

the haliytime Of digoxin distribution 

in various tissues including myocardium 

PSe sO SMU CES. ¢ 

AY But.that Loe point I was 
just making. I think that is a naive interpretation 
of the pharmacokinetics and I respect Dr. Hastrieter, 
I am not criticizing him,but people misuse pharmaco- 
kinetic concepts just like they misuse statistical 
concepts and this is an example of it. He is 
equating disappearance from serum rate constant with 
appearance in tissue rate constant and they are 
absolutely not equivalent. 

or Lam sorry, Sir, when 1 
read this I presumed that this was the purpose of 
the paper which was to calculate for the first time 
distribution of digoxin into tissue. 

A. He did not in any way calculate 
distribution rates in tissue. He reported a case 
in which he was able to quantitate the concentration 
in tissue at a finite time after a finite dose of 
digoxin but he has no data here with which to make 


a distribution rate into tissue with. What he is 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, cr.ex. 6416 
(Symes) 


doing is quoting a review article which says the 
average alpha half life 30 minutes and he is 
equating it with distribution into heart tissue 
and it is an error. I don't agree with him. 

be: Well, you must agree that someone 
net trained ein titejesto Tread; that it clearly Looks 
as though he has discovered something new, doesn't 
dies 

Pas And the error is perpetuated. 

O's 5O, you say that that statement, 
thatetiesd1stribution of Gigoxin into tissues of 30 
Ls not correct? 

Ne Peet hie Ets not COrrect, 
the assumption 1s not correct. 

OF And do you know what the 
right answer is? 

A. i Co mnOlLeknow, lt. Ls Oo. Frerent 
his data suggests that it is different for every 
tissue. 

Oe Y@S. 

A. But i Rave no way, and he 
doesn't, of knowing what it is for each tissue. 

Os Does anybody know? 

A. And it is probably widely 


variable between infants by age and individuals. 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO, ONTARIO Kauffman, cr.ex. 
(Symes) 

1 

y) Cr Does anybody then know what 

3 the hale lo feimt Grqoxine distributiomanto? tissues is? 
4 A. Tope knowledge, Nos 

oF When you were making your 

. calculations then with respect to the time of 

: aAcmins iva Gon ibasi ng ion icshe: facticthats there: was | 
7 eleven seventy-seven grams in heart tissue on death 

8 what half life did you assume? 

9 A. icin Not wassumeravhalt Wife 
10 into tissue. 

i ©. Would it be necessary to do 

so to work back from eleven seventy-seven nanograms 

as per gram to determine the time of administration? 

a A. No. To calculate the extreme 
14 possibilities it was not necessary to do that and 

15 that's why I didn't calculate any other possibilities 
16 because tehad nosbasis tonrvassumpiions Lojydo sox 

17 On Dr. Kauffman, can I change one 
i assumption and, that is, we knew that Justin Cook, we 

know from the chart that Justin Cook was a very sick 

y baby and had had a blue spell at 1800 hours. 
te A. The evening before? 
2) Q Yes, shortly before. 
22 A. Yes. 
23 Q And that obviously it was a 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman , CY.exX. 


TORONTO, ONTARIO (Symes) 


verysevere blue spell and that propanolol or Inderal 
was given IV and that the patient pinked up 
immediately. Would you agree with me - I should also 
tell you that i 2seoun Gere edn that because 

OF the real concerns about this baby, the baby was 
placed on constant nursing care, which is one, to one 
nursing. 

A. iepecail that. 

oF Would you agree with me that 
after 1800 hours this baby was at substantial risk of 
having.a~ second blue spell? 

A. I think because of the baby's 
underlying heart defect he was at a continuing risk 
for having additional cyanotic episodes. 

ONE lfeveurtlookeathpagen2°o of. the 


chart, which I believe is the nursing note. 


AS Pardon me until I get the chart. 


Which place, please. 


O° Page 29, sir. 
A. 29, okay. 
OF If you read the nursing note 


then for her description then of what happens to the 


baby at 3:45 are the symptoms or clinical observations 


made at 3:45 consistent with a second blue spell? 


At Yes, it is consistent with a 
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ANGUS, STONEHOUSE & co.tto. Kauffman, cCr.ex. 6419 
TORONTO, ONTARIO (Symes ) 


tet spell. 

®. If then we change your 
hypothesis with respect to the calculations and, 
that Ser see 1S Observed at 3:45 18 not reaction 
tO digoxin foxi ory goumpine sead -a Ssecondibiue.spell, 
would you please do your calculations again as to 
what is the earliest and latest times for the 


administration of digoxin? 


A. You mean give estimates again? 
Ox Please, would you. 
A. Well, let me see. 


THE COMMISSIONER: I take it we are 
to assumenthaty4:20,1s-the:.first-effect of digoxin? 

THE WITNESS: Well, that was what I 
wasswondering: about. .I am-not) sure that) that, is,.what 
I want to assume. 

MS. SYMES: .Let's-assume then that 
this was not, this was just a blue spell. 

THE COMMISSIONER: Well, we know that, 
we know that. 

THE WITNESS: But I want to see what 
was going on in that intervening 40 minutes, or 
whatever it is, 30 minutes. 

MS. SYMES: Q. There is both the 


arrest note and the nurse's note. There are two 
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ANGUS, STONEHOUSE & CO. LTD. 6420 
| 
| 


doctors' notes and one nurse's notes on the events. ohey 
are found in pages 2/7 to 29. | 
ae Why don't I start on 27 and | 
look at them. 
THE COMMISSIONER: I think we will 
rise now for lunch. Have you any thoughts on how 
much longer you will be? 
Me eeeinots lb Will be quite 4a bit 
longer. 
THE COMMISSIONER: You mean something 
like several days? 
MS. SYMES: I have two more children 
to discuss; not in as great a detail. 
THE COMMISSIONER: Well, obviously 
we are not going to get through today, there is no 
point in exercising ourselves about it, but I have 
conveyed some sort of undertaking to Dr. Kauffman 
that if he comes back it is for only one day. Is 
there some way that you could shorten the - you see, 
if we knew the ultimate question we could sometimes 
answer the ultimate question without going through 
all the experiments beforehand. That seems to be 
the problem with the exercise that you are going 
through now. We go through all of this and then at 
the end the ultimate question is relatively easy to 


answer. 
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ANGUS, STONEHOUSE & CO. LTD. Ragneinei, (OF ee . 


TORONTO, ONTARIO ( Symes ) 


Moe SYMES:: Well, Mr. Commissioner, 
iydon, te think: Ghat e2oegolnoteon turnout tosbe, that 
Simple. 

THE COMMISSIONER: A) Le rose. 2 At 
any rate at the moment now you would like Dr. Kauffman 
to assume that at 0345 that was just a blue spell, 
and whenever he comes to a point where he can say 
it is not a blue spell it could conceivably be a 
blue spell that produced death. 

Meee MEScas, la .SOrny.,) Ss LY. 

THE COMMISSIONER: Lt) could bea 
blue spell that produced death at 0345, it could have 
been the cause of death, conceivably. 

MSia MES Yes. It is conceivable 
bhad whos child died trom a blue. spell, 

THE COMMISSIONER: Could wou just. tell 
me what you are trying to prove and I Will ask 
De Kaur men Not aton. Lsiten,. 

MS... .SX<MES.: Alle Grete trying oO. do 
is to establish "the time window" as Mr. Brown phrased 
it in which digoxin could have been adminitered after 
oa oie 

THE COMMISSIONER: Yes. 

MS on BY MES: And then the question 


will come as to whether or not that could have been 
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TORONTO, ONTARIO 


(Symes) 
a medication error. 
THE COMMISSIONER: Well, Dr. Kauffman 


doses and the times he has given all of that, and that 
PSeonotsSHough Vlornyou, 


MSs SYMESE On nek 


THE COMMISSIONER: You wanted to have 
something else. 
NSenSsyMEoE Sir, that was based on 


has in his report given the times, the minimum - the 
one assumption, this is now an entirely different 
assumption --- 

THE COMMISSIONER: The assumption is 
0505 had nothing tovdotwLth "diqoxin, so you aré\saying 
digoxin was administered some time after that, is 
that what you are saying? 


MS. SYMES: Yee, Vorsthat iAtewas 


administered then or afterwards, yes. 


THE COMMISSIONER: Atari qnt. 
THE WITNESS: Shall I respond now? 
THE COMMISSIONER: Well if you can; 


can you respond to it now? 

THE WITNESS: I was'@tryang toe look 
and see what had gone on between. The baby apparently 
had’ a seizure shortly after that blue spell and that 


very well may have been related, may have been a 
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ANGUS, STONEHOUSE & CO. LTD. Kaviiman, (CrJek. 
TORONTO, ONTARIO 
(Symes) 
evanobict seizume 'n 12 as bard to knowin ite couldalso 


be a symptom of a po laismes gigosem, but it wouldn’t 
be unreasonable to say it was a cyanotic seizure. 
Then a number of things happened 
according, te thesnote.s) Issuspect. one of the better 
ehrono logical eee ie or ees on page 29. They gave 
oxygen’ after thescyanotic spell 100 per’ cent: to ‘breathe, 
and started to take vital signs. The baby began to 
have a seizure then which was right around the cyanosis, 
endethat 16 described. The vital signs at that point 
were fairly normal. An urgent call was placed and 
propranolol - on his arrival the physician gave 
propranolol and I guess that was the first .4 milli- 
litre dose. Shortly thereafter another dose of .2 
was given and then the exact time is not here, but 
the note is the babe's apex then began to dip, it 
was approximately 72. Because of the bradycardia 
I assume atropine was given to raise heart rate and 
then they tried to give morphine, they did give 
morphine which was an attempt to reduce the cyanosis. 
Then it looks: like things were rapidly 
progressing over that very minute time, and the baby 
really continued 'to be in trouble. So it is hard for 
me to see a note prior to the arrest at 4:20 that 


really - it is kind of a continum and so it is 
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TORONTO, ONTARIO 
(Symes) 


dpitiicu Di tiopimne~tettie 44 mito anything thatctell gs 
me anything suddenly changed there. 

You see the event from the cyanosis, 
at least my perception is that it was kind of a 
continuum py not (sometkhingusuddenby.. So ut ois «dbtfiicult 
for me to give you - I pee is if this was a pure 
cyanotic spell and the arrest was due to digoxin, 
it was administered somewhere in that 39 minute 
period and it is hard for me to tie it down more than 
that. 

OQ; That is perfectly reasonable 
then. If 0345 was a blue spell, the digoxin could 
have been administered any time thereafter. 

A. If we say the arrest was due 
to thewcdigox4h), Toptoi ne the roemai tficul tiseendathis 
mayehe Helprulereosvonini it. is ditfiicult for mei to 
conceive that it was given less than 15 minutes prior 
to the arrest, so that would give you a 15 minute 


additional window. 


Q. So that would be anywhere from 
325 StO, 43057 

A. I don't know whether that is 
hetoruiiveorenot, 

(ie Could you just answer the 


question, is it possible that this child who had hada 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6425 
TORONTO, ONTARIO 4 
(Symes) 


severe blue spell at 3:45, could he have arrested at 
4:20 minus digoxin? 

A. Oh I think his severe "Tet" 
spell could have been associated with an arrest. I 
think in the absense of any digoxin data that would 


have been a very reasonable assumption. 


are we satisfied, are you satisfied? 
MS’. SYMES': Well he has created a 
time that it could have been I believe anywhere from 


THE COMMISSIONER: Yes, well, now 
Sud55 0.4505, 


Geangeeol pursue it. further? 
MS. SYMES: Notson that time, no, “sir 
THE COMMISSIONER: I just wanted to 
know. What are we coming to? Now you are going to 
say it was one of the drugs I take it that was adminis 
tered by error between 3:45 and 4:05, it that it, is 


that what you are getting at? 


MS. SYMES: Yess 

THE COMMISSIONER: Yes 2abieright. 
Well, can we go on then to something else? 

MS. SYMES: Certainly. 

THE COMMISSIONER: Imaon Cl want you 


to7do 1t now, are we stidd going) to gouback) on: this 


THE COMMISSIONER: testes Now aren you 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, cr.ex. 
TORONTO, ONTARIO 
(Symes) 
Lungs 
NS. SYMES: T have two more questions 


toOcCasknabowte.! ehace 
THE COMMISSIONER: Let us have them 


now so we can at least come back to something else. 


MS.) SY MESSE Something new? 
THE COMMISSIONER: Yes. 
MS. SYMES: On SLiethisi eniddoat 


1800 hours, I believe you went through this yesterday, 
was given propranolol and it appeared to work very 
quickly. 

A. That was my impression from 
the) chert,” thate thei baby) punked uprand seemed: to 
responce tor that: L800 hour dose. 

On Ifethei baby, taking your 
second hypothesis, at 3:45 was having a second blue 
spell, I gather that you would expect that .4 and .2 
miiaiwereseorts (nderalvat.3 :45nandesrs5s should have 
pinked up the baby? 

ae Well, gowdontdcr knows nitieche 
baby had responded before I think it is a reasonable 
assumption that the baby would respond again; but I 
don't think it should necessarily be any surprise that 
the baby may noterespond too; 


oe But normally you would expect 


nile OC ee 
at Bee 
‘Pio te 
a 
sentid ete 
sprig veh e Lnege ae 


a 
* 


 PRit 2b velootsy haces. 


Lng ere Sang yaitin-— ies 
of bitte ee E ie Perot ne aa §: {Pesan 
| aided wie ge hetioks 


aly at  wowd g?¢tiob 1 Liem . al, 
ieededen w ti 34 anid, & sroved ‘wean whats 
I wid tteos buoqee ‘Rubus: elit oa ne bonis woeay : 
tort pete YAS, ad (ch bananas 


at a oF) 46 
; : as sn ae: s 


=e 


TORONTO, ONTARIO 


ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6427 
(Symes) 
1 
2 
N7 thateai tart workedsoncemrr should work again? 
: A. Well, I don't totally agree 
: with that, you can't always expect that, the patient 
5 never responds the same everytime, that is why I 
6 said it should be no surprise’ particularly that the 
7 baby may not have HoenoHead. 
8 QO. ButeDrechautiman, (19 althypo- 
. thetical, sitedigoxin were igqiiveniat 3:45 instead lof 
Inderal eiecatiertit.is elearethar* you wouldn't" expect 
3 thessabyeto pink up? 
11 A. Nope. Swouldn:’ 
12 OF You would not expect the 
13 edMninistrabzon of "digoxin to this baby to help Tim 
14 in any way? 
15 A. Liwouldsnot. 
re Of And if digoxin were administered 
at 3:45 instead of Inderal, are the remainder of the 
Bt notes on page 27, 28 and 29 consistent? 
A. Pm sorry, LE what? 
O° If digoxin were administered 


instead of Inderal? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman,cr.ex. 6428 


TORONTO, ONTARIO 
(Symes) 


notes, are they consistent? 

Ae BechiImk ih ryouvassume tthat 
the blue -spell at 3:45 was not in any way related to 
Bly 

OR That is my assumption. 

A. That is a given assumption I 
think the way we are talking now, and could his 
symptoms have been consistent with a dose of digoxin 
administered at 3:55, 5 minutes apart under this 
Scenario; Ti think as I read 1t that i1t-could be, 
he would not be expected to respond in terms of 
decreasing of cyanosis, that would not be inconsistent 
With Wie aprealy race dip and it would not be inconsis- 
tenet with the bradycardva bater.on, 15 to 20 minutes 
Vaeeemw, and .t would not. be totally inconsistent. with 
the arrest and the ability to resuscitate the baby. 

MS. SYMES: Can we take the break 
then, that is all the questions I have on patient 
Cook, 

THE COMMISSIONER: On Cook; ,ee. 
Well, I just have one. Is it consistent with the 
readings that were found? 

THE WITNESS: Now Onc Enink so. 
Tconsicer that and 1 considered, well I had to 


consider that the readings that was the thing that 
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ANGUS, STONEHOUSE & CO. LTD. Kautiman, <r.ex. 6429 
TORONTO, ONTARIO i (Symes) 


bothered me, I couldn't reconcile that scenario with 
the tissue concentrations that were found with that 
kind of a bolus that we are postulating under those 


circumstances. 


THE COMMISSIONER: Yes, Glee Trilont. 
Pietra, 2 3-5.0). 


---Luncheon recess. 
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a—= TOn resuming *at<2;30°%psm. 

THE COMMISSIONER: Yes, Miss Symes? 

MSwsSYMES sari, . Conmisstoner, at ‘the 
very end of the break or just before the break you 
asked Dr. Kauffman whether an administration of 
digoxin at 3:45 and 3:55 was likely, and I believe the 
answer he gave wasS no because of the -- 

THE COMMISSIONER: Whether it was 
consistent with the readings of digoxin levels. 

MS. (SYMESs Yesj;@he said in his 
opinion it was not consistent with the levels of 
digoxin in tissue. 

THE COMMIPSSIGQNERS Yes. 

MSSCSYMESs a0ioibr 7ekaulimanjiwasiothat 
your -- 

THE COMMISSIONER: No, he said it 
was not consistent with the digoxin levels - was the 
question I asked him, and he said no. 

Moe SYMES= iO 263, Wwas. Le Yconsistent 
with the level of digoxin in serum? 

A. Tf iyousonly chadathat serum 
concentration and didn't have to deal with that 
myocardial concentration it would be easier to 
reconcile, yes. 


0, Now just so that I can understan 
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ANGUS, STONEHOUSE & CO. LTD. Kautiman, Creex. 6431 
TORONTO, ONTARIO (Symes ) 


because quite frankly your answer puzzles me in light 
of the previous evidence that you gave to me about 
the distributioneinto tissue. 

If the digoxin were administered at 
S245 OC = 5°55, in thaterange,*tnere would) bevl nour 
and 11 minutes to distribute or 1 hour and 5 minutes 
to distribute. Do you agree? 

A. Yes. 

0), And in that time 75% of the 


digoxin would have left the serum? 


A. No. 
0, The half life? 
A, Thatvis= not 75% of" the’ dig6exin 


ain the serum. “1 thought 2 explained that ‘this morning. 

0. fir vam Going ter do-serum 
fits teandr then’tissie: 

A, Okav. 

0. If we have 100 units in serum 
aeethne stant, aiter-. hale lite*we will “have 50? 
Correct? 

A. Well, are you talking about 
alpha half life or beta half life? 

0, Alpha half life. 

A. No, that is not absolutely true 


because as I explained earlier that is a hybrid 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6432 
TORONTO, ONTARIO (Symes) 


constant which includes the disappearance due to 
elimination as well as distribution. 

0, I understood that, sir, and -- 

A. So it would be somewhat less 
Ehaiet he seamount asad 1 ft ayoughad ptnesbera wyvouycould 
feather it out and say —-.let me show you something, 

If you draw a curve similar to what 
DE. .splelberd = yousgaves.usspart of -Dr. iSpuelberg's 
evidence yatlie exo bit .and svyoOusehave aicumveuthat 
is something like this, and you say this is the alpha 
phase and this is the beta phase. 

This slope here is not truly 
distribution; and the way, you; find out what the rate 
of distribution out is you take the terminal slope 
that you have and you extrapolate that back to time 
zero and you measure the difference at each point in 
time between what the predicted level by extrapolating 
your beta slope to what it is here, and you will get 
then a different slope that looks something like this. 

The slope of this actually represents 
the decline, the rate of decline in concentration 
due to distribution, and that is not what we have. 
Yousususa Ly don't differentiate ethat. 

This curve here represents a combinatio 


of distribution and elimination, so if you say that 
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that slope represents — totally represents only 
disinibunvon, wLtEri Binotacorrect. 

0, I understand that, but did we 
not agree that at the first alpha phase that the 
distribution predominates over the elimination? 

A. It is the fastest rate constant. 

0. So although my number might 
betslaghtlyeinaccurate an’theory*onevhalfi ofithe 
digoxin in the serum goés out in the first —= 

A You are half way to equilibrium. 

0. Half way to equilibrium, and 
in 2 half lives I should be approximately three 
quarters of the way to equilibrium? 

A. tnatite eorrect. 

0. All right. Now that was the 
half* life’ of the’ distribution of digoxin from serum. 

When I asked you about the distribution 
into tissue l°referred’ you to’ DriCHastriter's ‘article. 

A. Rights 

0. In which he had said that the 
haliwmrreswas sOeminutes. 

A. That@isecorrecse, 

0. And you told me that was in 
Srrort 


A. Yes. 
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0. AnGeyour cold me) n= tact that 
no one knows what the half life of distribution into 
tissues is? 

A. Into spect ITC *tisasues, that 
se “eroghitt. 

0. If no one knows what the half 
life of distribution into tissues is, how can you say 
with any certainty how much digoxin there would be 
in the myocardium 1 hour and 11 minutes after a drug 
had been administered? 

A. I think we can say how much 
would not have been in myocardium. I don't think you 
cal ‘say Now much is an-myocardium” But at least we 
know that if we are early into the distributive phase 
tierce is? going to) be very dattle, ‘and *the’ further ‘we 
gel uneo the distributive phase there would’ be more, 
° The problem is that the so-called 
distribution out of serum, this so-called alpha half 
life, is a composite of a whole number ' 1s° the “sum 
of a whole number of sub constants. I don't know if 
you know what I mean. 

The distribution of the drug is very 
complex. It has to go through multiple tissue 
membranes to get finally to the receptor site. It 


goes into the serum. It has to go across several 


myy Sai 


Wels Fo8 


Mind reetdudsa stein ff 


7 Ja if t = 
apis a 
ae . 
bmn. f i fyi etl ao ate 
14 ; , erniateeo yon ee 
Sit P ‘ of wih? 0vea’ 82 nz 
hoitinies Moat Dan 
i 
ani - ja owed) tot @leow " 
id al ast wan pas ring 
wen ’ “ ; p45 : as Gi Sate waew 
Cn ; : 
. 6p “iio tart wis hy r lope? cet yaing = wront 
: | (aro \ HhaGw.. at eri}, ow digeals ‘yds aia. TO8R 
i} c - 
bed Payeon ofa dott ef tol eee 


. rien stiglé Boliigo-ee 2iil- nie eae ae Deg 
| nue O43 at — ted: elo 463 “ae 
22 word 2! neh 3 s Siti ed detod Gus Ser ‘tite 
: no 

viey Bi push siti 2e soiswuintels alt. | 
 eweetd- elgg tam — hee 

an ents ‘xosquo0% sedis & 


p oF) 


24 


2 


ANGUS, STONEHOUSE & CO. LTD. Ravi imate Crack. 6435 
TORONTO, ONTARIO (Symes) 


Cell Miaverse eloaget Ointoe Mmektextrace! Iivertilimaid., It 


has to diffuse across any membrane - wall or membrane 


as in humans, membrane around the various tissue cells, 


and even within the cell to get to certain receptors 


| 
Pe rhas Vito dissolve sinto subcellular ‘organelles to 
finally get to the place where it is going to do its | 
thing? | 

So each of those little processes 
will have its rate constant for movement or active 
transport or whatever the mechanism is, and all we are 
saying is that. we are describingta whole composite 
of these. That is why it doesn't say anything to me 
about the rating at which - we know that this 
represents some overall rate that the drug is equili- 
brating within the body)sbutiweedon' tiknowvanything 
about what is happening in a specific tissue. 

Le Gant oe more Ehane thie, but it 
can be considerably less. 

Q. Buty, tDaysKaultiman, «qgivenad 
deserat i ss45tineathesamornangel gather thewstate’of the 
art is such that you cannot say with certainty how 
much digoxin would be in heart tissue 1 hour and 1l 
minutes later? 

A. I can't give you an absolute 


number. If you gave me a dose and a time I could tell 
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you what fraction of the dose might have been 


eliminated by that time and what might have been still 


in the podyat that timey=butel- can’t’ trell v6 
exactly what the‘concentration would”’be in any 
patvicularovissie™at any point in time’. 


mcan-telleyou the-likelihood that 


tt would not be there atyeyou know, at some time, but 


I can't give you specific ’Gstimates;, «no 

Q. I presume you yourself have 
not done this test? 

A. Which test? 

0. That+2?s a loading of digoxin 
and then measuring heart tissue after death? 

A. Noy  L®eertarniy have not. 

} And the only thing we have is 
the case report which has been marked Exhibit 276 of 
Dr. Hastreiter? 

A. Welt, “chateCgsn ee the-only 
thing we have. We have that and we have a lot of 
other literature that reports poisoning with tissue 
and serum levels. 

0. But with respect to tissue. 

A. There is a lot of other tissue 
data in the literature. 


0. Could we take the one. 
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TORONTO, ONTARIO (Symes) 
A. Okay. 
0. White isebxhabit 2763 
A. hetlsclookeat thnseone: 
0, In that we saw that after 45 


minutes from administration until death the left 
ventricle achieved 1252, 

A. Yes. 

0. I believe, Dr. Kauffman, you 
toldyme Ehatein hearteane wouldcexpect thateit would 
continue to accumulate; that is if the alpha phase 
out of serum is 30 minutes, that you said the heart 
was a good receptor but a slow one? 

A. Well, I am postulating that 
based on what little I know about it. 

0. So we know then if the camera 
took a picture after 45 minutes of administration that 
the left ventricle achieved 1252 nanograms per gram? 

A. From this data we know that 
in this patient, yes. 

0. And we also know - I mean you 
are hypothesizing that if the distribution had been 
allowed to go on a bit further, that the concentration 
inaheartemay well oincrease? 

A. fethinkethat adsepossible. 
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0. I'm sorry? 
A I was just going to say 


unfortunately the patient succumbed before that took 
pace, 

Q. Bits Jus tam Wookmiivedttor 
another 15 to 20 minutes beyond this example. 


A. You mean an hour and -- 


} An hour and 11 minutes, et 
cetera, whereas this one lived only 45 minutes. 

A. Okay. 

0. So given that then, that the 
level of digoxin in Justin Cook then may have gone up 
from lets vsay: 42.30 ito 2sA5% 

A. It may have. 

Q. But we don't know from the 
state of the art of digoxin, we just don't know, do we? 

A. That Leeright.4 But vyouwsee 
the problem I had if we go with your last postulate 
then we have to plug ina much larger dose than my 
minimum dose, and that was my dilemma. 

0. Dr. Kauffman, the size of the 
dose depends very much upon the time at which it was 
administered before sampling? 

A. Yes, because the volume of 


distribution that you use in the calculation is much 


larger. 
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AA.10 
1 
2 0. And in the original calculations 
3 that you had done at the very beginning with respect 
4 to Cook, the timing that you had assumed was part way 
5 down that alpha curve, wasn't it? 
A. Well, I am not sure what you 
? mean. 
7 ae 
0. When you originally did the 
8 calculationwwith the .volume.ef distribution at 1.3 
9 and you got out the doses? 
10 A. That was assuming early in the 
11 alpha. cunves 4,0uite,early. 
12 0. Quite early. 
A. Quite earty; 
13 
0. How early within it? 
A. Well, I can't tell you how 
Is early but early enough that there would be insignificant - 
16 there would be an adequate time for a toxic amount of 
i digoxin to get to the receptors in the myocardium. 
0. Would that be within an hour 
of 4:30? 
A. Wellj.. thinker could bey 


That is why I said that I think - going with the 
scenario that you described -- 
0. The second scenario? That is 


that 0345 was a blue spell? 
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TORONTO, ONTARIO ( Symes ) 
A. Yes, aS opposed to digoxin 
al As opposed to digoxin? 
A Yes, but the drug could have 


been given - whether you want to define 3:45 or 4:20 
as the time of onset of digoxin induced symptoms, 
that the drug could conceivably have been given 15, 
20 minutes beforehand. I think that is unlikely but 
if we ignore the tissue concentration. 

You see the problem in accepting that 
is that there was such a high concentration in the 
ventricle when it was actually measured, and if you 
want to posit that that concentration could have 
occurred in the ventricle in half an hour after the 


dose was given, you have to postulate an enormous 


dose. 
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[re vou YWwanc to =>" 
- certainly much larger than what we did 
the arithmetic on this morning where we came out with 


a parewotmaw aoule vlal. SLi- you want te postulate 


that cose in that time interval “you just can't explain | 


a tissue concentration on £00". 
OF But if we have - I think we 
have done this before - but if we have an hour and 


1l minutes to distribute the tissue we may very well 


get values in excess of those found by Dr. Hastreiter. 


A. How do you know that? 

THE COMMISSIONER: “Just “a” moment: 
Miss Cronk. 

MISSPGRONK? \VExcuse me, -Sir?*> Again, 
PVapologiuze for"doing this all day but I well recall 


an occasion not many weeks ago when, in discussing 


the case of Kristin Inwood, I had suggested to another 


witness that she died at the time that her death 

was pronounced and I was quite properly chastised by 
my friend Mr. Roland, and I deserved it at the time, 
for the error that I made, and it seems to me that 
that should now hold true for Miss Symes. We know 
thatthe’ arrest for ‘Justin Cook ‘was called “at “4720, 
we know a sample was taken at 4:30, this witness has 


said that in his view the process of dying could well 
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(Symes) 
. 
2 be described to have commenced at 3:45 and onwards. | 
3 think we we are GColng to postulate | 
4 a time frame then Miss Symes in fairness to Dr. 
5 Kauffman has to at least allow for the possibility 
E that the child died before he was pronounced dead. 
THE COMMISSTLONER: t—don't think he 
: could have died before 4:20. 
8 MS. CRONK: She suggests an hour and 
9 11 minutes and that means the child died at 4:56. 
2 10 THE” COMMISSIONER? Yes, “4:50, yes. 
11 Well, there is that problem, Miss Symes. 
12 MS. SYMES: Well, we had established, 
a Dr. Kauiffman, that the’ child's ‘circulation was 
maintained maybe imperfectly by CPR after 4:20, 
y Secerd1iG -o ne’ Chart. 
> Be: There may have been some 
16 Circulation... You see, the proplem fam navang, 1 
17 DOIN -edyoue the other-dayy— may iverase your Dlack- 
18 board notes? 
Q. sure. 
A. I pointed out the other day 


that we are talking about a child who had never 
received digoxin before. So, if indeed a dose was 
given, as we are talking now, digoxin was, denova 


digoxin was going in to the myocardium some time after 


Cio 
=z 


j@e%estra tow bil de. béseeumes gvarhod bediyoest ed 


al ok 


SIP hijjeay iti sie we TE mes 
tot of Senge Beth mers Gai Geigy eS 


( ; 
. | a? i ant 36 of bed Hamas 


o}) fork Hibs aia Serta 


a> j 
{f bei wwe bittos 
ELL iY Ce eavseaia tft 


ae } re. oan Suvem 207.1) Seem 


woeas, od a i. League 


3 
-_ 


(itive fw Pifelicargd Bh seh wey > elie ee , ot 
f 
- f 
mit lye htewe Tt yer->+ vel Saligo: ede)-200 Detniee ay 


Spovony Syaeod 
Ae | ae 
ish tattte ai Avo fedaiog J +A | = 


noven fet alw bl its 5 Suods prities e365 OW tend |] 
alae 

vow sob & heshal 14 .o8@ seyolod ninopab bevioser .~ 
| ee | 


syonob yow nixiate won peistKs sysow ab /chaWsy | 


nme 


7, ; F - ) = fo4 . : Of 
| tastes wis emoe op lbasoo ym, apa jor wh Galen eee txopth 
, c a 


; ’ | 7 i : 
: a 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. PAWL iMnan; Cb ea. 6443 
TORONTO, ONTARIO (Symes) 


that dose and at some rate that we have no way of 
measuring. We know how fast, we have an approximation 
within a range of how fast it distributes out of the 
serum but we don't know how fast it actually goes 


into the myocardium. And then we have a gradual 


CiLSsing — let! s savyethis ie .the heart, 

Q. Dre okauttiman, couldsvyou.do it 
on the sheet of paper so that we could save it maybe? 

A. Okay. Let's talk about a 
byvopinetical rice. in Concentration in the heart atter 
the dose. We won't put units on this because we don't 
know what it is but we are describing it in general, 
so, you would expect the total digoxin in the myocardiu 
to gradually rise with time after the dose until it 
reached some equillibrium after, let's say four to six 
hours, an equillibrium within the body is established. 

Now, as I said the other day, the total 
SOuecen vat loOn oteGldox in tn sthesneart (is Comp sed 
predominantly of digoxin which isnit doing anything 
and which is bound to sites which have lower 
affinity than we think the specific active binding 
Sites have. 

SO, tne Tirst drug that gets there, 
because the affinity constant is so much higher for 


the specific receptor, the first drug that gets there 
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TORONTO, ONTARIO (Symes) 


SEC crane Uencbers a scre. Kautiman, cr.ex. 6444 
is going to be attached: to those first before any 
sites get any. 

So, as the first binding sites with 
the highest affinity becomes saturated, approach 
saturation); then drug starts beirnhg* bound tovany 
sites with the next highest affinity, and you probably 
have, noe lvcdone know thastast altact¥ but Whe aes 
like other situations in nature you probably have 
secondary and tertiary binding sites which are not 
active but the drug attaches to them with some degree 
OP Rat Pane. 

The drug binds to these sites ata 


much lower - these sites will all be occupied at a 


much lower concentration of drug than these sites. 


| 
So, what you’ have is the drug, the concentration | 
arising in the myocardium and the first sites that 
it is going to bind to are going to be the ones 
which are going to do something to the myocardium 
cells to change their electrical characteristics 
and change their function. 

After they are approaching saturation 
Chien, bei se Golng*=torstart, bindingy to other sites" 
Pr donwaknow atewhat> totalyconcentration’ this child 


would have achieved a critical level of digoxin 


which would have produced enough binding to active 
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ANGUS, STONEHOUSE & CO. LTD. 


TORRENS: QA Bee Rautliman, Crsex. 6445 
(Symes) 
1 
2 sites to have produced toxicity but it would have 
3 been at a much lower concentration than this total 
4 conceneratiensotaL LOO. | 
5 SO, uLt 1S noted problem totme at all | 
im a kid who did not havepany: digoxin on board, that | 
: Cit LCalasyvinptons.CoulLa.siOw UpelS,.20,. 30 ynrnutes | 
‘ after a large dose, much longer than what we have 
8 been postulating with the minimum dose, and still 
9 not have yery high concentrations if you took the 
10 picture at that point in time if you measure total 
11 digoxin, which is what we measured. 
“5 If you then allow more time, several 
more hours after the dose we are talking back toward 
- 2:30, 1:30, then you have already saturated these 
Me primary sites, these high affinity active sites and 
15 you are going to have the rest of it distributed 
16 into the lower affinity binding sites where it stays 
17 until it redistributes to something else. 
18 So, there is no problem to me to 
19 explain this child developing critical symptoms 
within 20 or 30 minutes after a large intravenous 
dose, but it is a problem, a serious problem to me 
4 to reconcile that with a myocardium total concentratio 
22 of 1100 unless you got an enormous dose comparable 
23 to the case described by Dr. Hastreiter. 
24 


25 
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ANGUS, STONEHOUSE & CO.LTO. Kauffman, Cr.ex. 6446 


TORONTO, ONTARIO 


(Symes) 
(ols Okay. That diagram is very 
helpful. Does it accurately describe what you have 


plotted is the concentration of digoxin in tissue 
to time? 

A. Total heart concentration 
VeErnsusssome time and =I" Can't put units on Tt 

eo. And that's because of our 
lack of knowledge that you can't calibrate the X 
scale? 

A. We don't know what the rate 
is that this curve describes. 

‘oy Leal-qorng to ask that that 
be marked as the next exhibit. It may be possible 
COsOO -onenal ler “version of Lt *but-—L “think “that “rs 
very helpful. 

THE COMMISSIONER: By all means if you 
Want LO Neve Iteas alr-exiyrborct. “Ll wri "just tel lr you 
it really doesn't help us an awful lot because the 
boe¢ter “can’t *tell “us “what it "represents. “All 1t is, 
Et Spe) ra’ "Curve: 

MSs SYMES: “i118 *a curve "that rises 
over time. 

THE COMMISSIONER: We have had this 
sort of curve before, you know, we haven't put it in. 


We have had this from several witnesses before who have 
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ANGUS, STONEHOUSE & co.tTo. Kauffman, cr.ex. 6447 
TORONTO, ONTARIO (Symes) 


Seld’that this@as the kindyof curve andt they weren't 
able any better than the Doctor was to give the time. 
He can't tell us}enot only can he not. telus what 
time digoxin gets ites Lie ecLsstie,<nor can he tell 

WSs whehaparticular tissues it gets: inte. 

MS. SYMBS+> He: vesetalking, sir, 
particularly the diagram is heart tissue. 

THE COMMISSIONER: Well, yes’, but! he 
Cant tel [#us= that ether, 

THE WITNESS: Please, if you do keep 
this, please do not attach any quantitative 
interpretation, to’ this 

MS .- SYMES :* Noy thatias understood. 

THE WITNESS: It is to illustrate a 
COncerme, 

MS .-SYMES:3"* Understood. 

THE COMMISSIONER: No, we won't erase 
it and if it can be somehow or other photographed 
and reduced then we will do something with it. Well, 


I suppose there is no reason, if you want it that 


badly, we just ‘can't take? that’off now, Mr. Registrar, 


and put a number to it anditeld ime upt 
MS. SYMES: Dr. Kauffman, I had asked 
you at the beginning of the day which of the babies 


the ‘Police and the Crown Attorney had specifically 


= 
hog 


ny ee : 
A 6 Pevensie ‘gis Gup Sie aw brat uls wd aide ‘Spaid bine 1) _ 
sitt ens evig 52 gow * jueoe ads anit seated yaa olds: | 
| jodw do Posy. tet Oh RS view oe ee Sieg, J ae0 ail { 
pies aw cod Simei sv odds i uixopib amie 
jint « ns uzeet VOM ener f(otiiw uy 


, a, 
: , suse i ‘ i wei. One vyizaluniaseg 
: sit . Git pal se iMMoe ENS 


jsto “ana eu ties 2" oe 


| goers : . iene OW ae 

; . vlind igor, us cea aes ob eeaolg yeisa 

| aia (o2 sobspostazesms, ~' 

7 Lesvebia ai cats. 0%, 2a ee os | 

| | 
} 


of? eve Oe sales 

~$quoine 
eoimsen : fey ae ae | 
gees 2'now Oo ov cami cota Sit 


. 

| 

| 

{ 

| 

| behanabcoudte 3 wise se Wat aso it ie aead bes th 
Liew '..at ddiw pevbeigaioa ob Lléw ow be: Se 

; 

| ; ’ r 


furit 32 wei vey 2 ,noehes G2 ee? 
,teutetped, “aM, won 320 tedd oded +" aao ; 
vq 9% BLED bas 32 oF 3 i 

baxes bot 1 .nomitwet «at ail a 
eokded ett 20 itotewr yak Rate 


— — bed OITA, MWC 


a 


ANGUS, STONEHOUSE & CO. LTD. 


Rie RAMES ANT SRLS Kauiiman), cr.ex. 6448 
(Symes) 
1 
| 
2 asked you to look for and you had said that you would 
3 check your notes. 
A THE COMMISSIONER: What number is that? 
PHE REGISTRARS ligi7. 
. ~—-—-E XL Ll NOs. ef 1 Diagram: bye DY ckaudiman. 
E THE WITNESS: I apologize, if I have 
7 it it will be in the file I am fumbling through here 
8 NOW. Jtecould be one other) placesand if you bear 
9 with me I will look quickly. I vaguely recall having 


a small piece of paper that I had noted some things 
down and all I can find now are my handwritten lists 
of patients who had exhumed tissue concentrations 

and then the list of the patients that I reviewed for 
the CDC. 

O. Dr. Kauffman, perhaps we could 
do it from memory then, just in terms of which ones 
do you remember being asked to pay particular 
attention to. Was Cook one of them? 


Bs é Yesipab am céexrtanin tthatacook 


was one of them. 


Oi. Was Lombardo? 

A. I suspect so but I don't know 
for certain. 

QO. Was Pacsai? 


A. I believe Pacsai was. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Cr .@€xX. 6449 


TORONTO, ONTARIO (Symes) 

ore Was Inwood? 

A. Pecnink sor budie cl ean noc 
Certain. 

Was Miller? 

A. team fairiy certain Miller 
was. 

0; Was Belanger? 

A. I believe so. 

On Was Hines? 

A. Liam not certain but I think 
sO. 

OF Was Gage? 

A iadon vt know: 

On Estrella? 

rN Les. 

On Gionas? 

A I don't know, I don't remember. 


Os Okay. Do you recall on 
Rating No. 1, which of course is the bottom category 
on 273, any of those that you were asked to pay 
special attention to? 

A. I believe Onofre may have been 
Guetiatel lst yeDUuCceaAdaIn, = LeamenoL certain. 

THE COMMISSIONER: Can you think of 


any |reason why --= 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 7 (GIG 6p she 6450 


TORONTO, ONTARIO 


(Symes) 
i 
: THE WITNESS: And Woodcock I think was 
3 on cia t "eLSst- 
4 | THE COMMISSIONER: Why would you have 
i. considered Onofre and Woodcock in your first report? 
6 THE WITNESS: Well, that's what I am 
saying, I think they were on that list because that 
j list probably influenced me to give a specific written 
: report on those particular patients. 
9 
10 
11 
12 Oa ta ia 
13 
14 
15 
16 
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ANGUS, STONEHOUSE & CO. LTD. Kallman 
TORONTO, ONTARIO 
cr.ex. (Symes) 


T. suspecr,! althougim de canttttind 
CReavilist, Geisvspettethat Wawsed) that) priority Udist 
to guide me in which ones to be sure to give some- 
thing in writing on, and then I probably discarded 
it afterwards not thinking I would need it in the 


Piece. 


OF You have given us twelve 
possibilities. 
A. Yes, Ivamesorry, my memory 
deesn’ t serve me ay ycardatem itor) that specific thing. 
| 0. I would like to turn now to 
Allana Miller. I gather on Allana Miller, her chart, 


I think these are all without question, the only 


thangs Lane goincttosputrteyvyou, that,six hourstatter 


herydeath theadigoxanes level wasitakenhand! that result- 


A. Yes, my report has serum 
digoxin level obtained six hours post mortem as 78 
nanograms, 

Os And that the tissue concentra- 
tions were 5 to 7 nanograms per gram. 

A. Yes. I believe those were, 
I have it that those were preserved tissues. 

Os And that there was nothing in 


the lungs. 


ed in 78 nanograms per ml. in serum. 
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ANGUS, STONEHOUSE & CO, LTD. Kati eman 
TORONTO, ONTARIO 


Cie .2or, (Symes) 


A. No, I don't have a note here 
about the lungs, I would have to refer to the report 


to make sure about that. Let me get Mr. Cimbura's 


report. 
Oe Tae Tiss} Tonjkpage Va. 
A. Okay. 
OF Ofwthe January Lk, 1982 
A. Well it says -- 
OF You see T1O(b). 
A. »* 4 nanograms of dicoxinlike 


Pech bites 9 SA. 
substances. No digoxin could be detected." 

va No digoxin could be detected. 
Now I believe that yesterday you said, at page 5690, 
Volume 71, that it was your opinion that the 


administration of the digoxin was one hour before the 


onset of critical symptoms. 


A. Excuse meé;ewhat ypage tare you 
referring to? 

Oe Page 5690. 

A. Okay. 

Os Now, the Bian symptoms I 


believe commenced at 1:45. 
A. I described 1:45 description 


of irregularity inechild!s apical sheartbeat ,.and,gaggin 
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TORONTO, ONTARIO 
Grwex, (Syines) 


and vomiting. 

Oe And then in Miller we have 
whatever we are going to call it, the Code or 
resuscitation erforts ceaséd at 3:27. 

THE COMMISSIONER: Yes, Miss 
Jackman? 

MS. JACKMAN: There was a further 
explanation of what was said on 5690 by the doctor, 
on 5691, and perhaps it should be put to him as well. 

TH COMMESSLONBR+?» Yes, than, you, 
What volume is this? 

MS SYMES<+s Thisws on Volume 71., 
Mr. Commissioner. 

pnw COMMISSIONER: Yes, 5690. 5691, 


Veo p»wal.Leidi ont. 


MS. SYMES: Q. Then the question is: 


5 3 Doctor, is it then your best 
judgment, bearing in mind that the 
gagging, the vomiting and the brady- 
cardia that you have mentioned are 
recorded as having occurred or at 
Leacteatariinomtoroccur at) bs45 in 
the morning, is it then your best 
judgment that this dose would likely 


have been administered about an hour 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 6454 
TORONTO, ONTARIO ; 
cr.ex. (Symes) 


1 
CC4 2 before that time?" 

3 A. I'm sorry, where are you reading)? 
4 Q. 56 OL 

5 | A. Okay. 

P OF AY I can't be precise about 

the hour but I would agree that-it was 

/ most likely administered prior to the 
8 onset of those symptoms which appear 
9 to be the beginning of a series of 

10 worsening symptoms." 

11 fs thakwtair? Sovisichatethe 

12 benchmark we take then 1:45, an hour before that? 

; MS. CRONK: Well, read the last 

} sentence, Ms. Symes. 

i MS.) > YMES: Oo ee. 1b could have 

Lt been as early as 30 minutes, maybe 

16 probably within an hour." 

17 A. "...maybe probably within an 

18 hour. 

19 tethink = whately- 
s oe And on the next page just to 

complete: 
21 
",..eL gave outside numbers of 60 to 

4" 90 minutesto be generous but I really 
23 believe it was probably shorter than 
24 


t (pe Ou 


hh 


i 4 3 i aff 
: | ; ( i~< ’ ' ! ‘ : ra 4a) a) 
et te, ie AS iw am 
| | ae dance) ead STR wel ‘O48 
’ ) p 7 ai . 
" is of f) “9 } {en sO 
ly pees el itl ad 4 


et rl [ Kiel 


7 | ; meek gist ow Armentoned : 
r | seas ah . radadinsd | 
: ret . ‘< , fai ah 


bag a AL Bie ee ett! , 
nets tcl eee 
ss . 

te ry als 
< 


H fe led ol dao rt Poin: ange 


it 


{ . ~~ (anliw 


o) tech SpE F4o+t 7 | ae 2 7: 


| og) 08 do*exedines phawsin ‘a ° 
| ylssos I. dnd quotehey ed’ a 


- = —_ 
tow ' ie 


: 1 
om uolp i 


ANGUS, STONEHOUSE & CO. LTD. KRaibrrman 6 455 
TORONTO, ONTARIO 
cr.ex. (Symes) 


90°minutes, ! 

Ns Ligeti 

OF So that would have been 30 to 
60 ree before 1:45? 

AN If you take the range of what 


I have said I could live with it most comfortably. 


0. So that would either be at 
P24 5e=eNORns Tem@sorry, @thateis0045*or Tess 
A. DP think’that 1s correct, “that 


is 30 minutes before to maybe an hour before, 

OQ. And this baby then got into 
arTrEcvcultres but’ continued’ te’be treated?tuntil 3:27, 
PS Pha ti corre’t? 

A. dont haverthat*in tront of 
me. 

Or ~mibelteve Trits any thevchart, 
page 42 of the chart of Allana Miller. 

A. Page 42? 

OG Pager 42eof the chart, I am just 
reading the notes of the nurse who was recording it. 

A. At 1:45 her apical rate was 
irregular and decreased, then she -- she had the 
gagging and vomiting, very thick clear mucus, was 
suctioned; she received 6 mg. of Lasix at 2:40 and 


then she began to have a seizure and there was no 
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ANGUS, STONEHOUSE & CO. LTD, Kauffman 


TORONTO, ONTARIO 
cr.ex. (Symes) 


i 
CC6 2 héeane rates, thenyGPR was janitiated, J hassume, very 
3 shortly after 2:45 and then she was pronounced dead 
4 ro eee 
5 Q. Again, iim terms jof the ekiming 
E that you have given; if we take the administration of 
the drug, trom 0045) to 14 Storia; that i simi ethe 
: dvugmiadstha te Longero 4d Str Lome hekhatiwisiat Least 
8 a minimum of three hours to distribute, would you 
9 agree? 
10 A. Yes. 
11 OMS Which according to the distri- 
12 bution from serum that it should have been almost 
e completely distributed? 
A. That 1s true, or at least 
bs eines eho O Poev ecemt 7085 nto 990. iperecent; 
1. Oye And agadmegoing back to that 
16 Hastreiter caper, if digoxin had been given and given 
17 three hours to distribute, would you not have 
18 expected to see that in tissue? 
A. Well, there was some in tissue. 
O.. Would you not have expected a 


lot more in tissue? 
A. It would depend on the dose 
she gotwerli youspostulate ansenormous dose, then, yes 


the closer to the time of death you postulate the dose 
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ANGUS, STONEHOUSE & CO. LTD. Kalle £man 
TORONTO, ONTARIO 
cr.ex. (Symes) 


being given the higher the dose you have to postulate 
to get higher concentrations in tissue. You see the 
econcentratwvons invtissue arennotr only ar functionsof 
time, theyveare as tunotuon of theyquantiey thatiis 
placed there to diffuse into the rest of the body. 

On ieunderstandhthat,;? doctor, but 
it was your hypothesis, or your best opinion that the 
drug would have been administered from 0045 to 1:15, 
which you have agreed is at least three hours before 
ST at Or 

A. That ws coh. 

Q. Anetall.1 anvsayingl astantthat 
amount of time, if we look at the Hastreiter example, 
wouldn't we expect to find over a three hour period 
OL. diet rs DUuLi Onadi 7goOxin® in: Lassue~ of) thesheart? 

A. Yes, we would. 

OF And would we expect, if a 
fairly large dose of digoxin was given at 0045 or 
1:15, that the digoxin level in tissues would be 


‘relatively large? 


A. Yes, that? 1s°otrue! too. 
0. Because we don't find that -- 
A. We don't? I didn't have, 


the reason I asked that is that the fixed tissue, 


I really can't put a quantitative value on that. I 
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ANGUS, STONEHOUSE & CO. LTD. Kanteen 


TORONTO, ONTARIO 
cr.ex. (Symes) 


said in my report and said earlier this week that 
aociceaiis lca do=with thats to say that it as 
there. How much more, I think that represents the 
least it could have been, but how much more than that 
i* Gan “OS ay. 

OX Would it be times 2? 

A. Lt ‘don’ know, 

MR. HUNT: Mr. Commissioner, Mr. 
Scott went over this matter in tremendous detail 
yesterday, and in my submission it is just repeating 
it unless there is a new point to be made. 

MS), SYMES= 207 1. am Simply trying 
to =-- I ‘am’ going to move on to something that certain- 
ahr @oeotte ala not talk about.e! My-question™to you 
is, you said that in the Miller -- because the levels 
oreraigqoxin are “Wretixed tissues, at Mei dvifricwt to 
make very solid predictions about what happened in 
this particular case. 

A. Po ws Harri cule tot know? what 
the concentration in the heart was. 

Oy Is it also possible, Dr. 
Kauffman, that your time estimates may be wrong, and 
that is the digoxin could have been given much closer 
towards death? 


jaye Pethinkethat 26 a possibility 
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ANGUS, STONEHOUSE & CO. LTD. ible sensual 


TORONTO, ONTARIO 
creexs (Symes) 


if you can define death, the time of death for me. 
If you can agree with me -— and I am not suggesting 
one or the other, because death in this kind of 
situation for me is very difficult for me to define. 
If we can agree on a time for death, my answer to that 
would be, I think the dose could have been given as 
soon aS approximately 15 minutes prior to whatever 
wercalrdeath, *Op maybe *up -to?s0 -minutes*te°o0 “minutes 
at “the outside "before death, looking at this “picttre. 
I don't know when she actually died. 

os Pet iKatlfiiman, Yet ts “look then 
at the Allana Miller chart. Again on that same page 
that i referred you to, page 42, we know that the 
ehidd "got unto di giicultytatlt2725 7 satrtapproximately 
2:45 the baby began to seizure and become rigid and 
then we have a Code 25 called. Do you see where I 
am reading? 

A. Yess 

or If we postulate that death 
eecurrced \ate2:45 to °3:27, that is anywhere in that 
period of time -- 

A. So we ignore the earlier 
symptoms at 1:45? 

O7 No, if we say that death 


occurred -- 
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TORONTO, ONTARIO cr. ex, (Syme s) 
A. Ditty 2-A5? 
Dis Sometime between 2:45 and 3:27. 
A. Okay. 
a Are you saying then that it 


is a possibility that the digoxin could have been 
given 15 to 30 minutes*before that? 

A. If we ignore the earlier 
symptoms as being the first symptoms of digoxin 
intoxication; and this is the same problem we have 
with Cook I think a little earlier, is whether or 
not we assume those earlier symptoms were due to the 
heart disease or to the effects of a large dose of 
digoxin. 

OF For example, if digoxin were 
given say at 2:40, and we take the same error theory 
that was put to vou, thateis that the: Lasix which was 
-6 of a milligram was instead -- 

A. -6 millilitres. It was 6 mg. 
anda tatce LOame? a Meligiitrensosstiwouldebeoes 
midlidiitres. 

On And the baby then weighs 
6 kilograms, and you used one then on page 5703 of 
your evidence in Volume 71 to calculate, to use, 
pardon me the equation. 


MR. HUNT: Would you wait for the 
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ANGUS, STONEHOUSE & CO. LTD. oVrvex? (Symes) 
TORONTO, ONTARIO 


witness to get the transcript. 

MS. SYMEG SING WiseorryweVolLuimesy 715 
page 5703, where you are doing the calculations on 
Miller. 

A. Okay? Inhave it now, 

THES COMMISSIONER++y 2’ mserry, the 
page again was, oh, Volume 71, I'm sorry I had the 
wrong one. 

MS. oYMiio; Of In the equation 
then you plugged in 6 kilograms for weight, 1.0 as 
the volume of central distribution and you calculated 
then if the dose was 150 that the concentration had 


to be 25 mnancgqrams. ner mi. 


A. In Serium> 

On in serum, Sir, 

A. xes, 

Ore And then you said at page 5707 


that that would require a multiplier of about 3 times 
in order to achieve the 78 which was in fact found, 
and you said that was somewhat unlikely, have I 
fairly summarized what you said? 

A. Tesatae “And if vou can 
accept a multiplier threefold which I think is in the 
realm of possibility and obtaining the sample as early 


Gix hours after death I think that 1s somewhat unlikely. 
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Q. 


A. 


6462 
Kauffman 


cr.ex. (Symes) 


Now -- 


I think what I was referring 


to tne unlikely Towas referring to,is you would have 


that large a multiplier 6 hours after death. 


Q. 


Dr. Kauffman, if we instead 


change the volume centre of distribution as we did 


Lieeie Cook case, Ehat save take the .6, 0.6 or 0.8 


and we redo the calculations -- 


A. 


Yes. 
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ANGUS, STONEHOUSE & CO. LTD. (Symes) 
TORONTO, ONTARIO 


Exactly the same assumptions, sir, only we change 
the volume of central distribution. 

tf we dove, Chang@ngenothing in your 
equation except that, I believe your concentration 
EurnsyOut tosbei 4l.bdvier 424 

A. This Levmny~calcusation? 

Oe Noy, the Lee my calculatcron 
using the exact same equation that you used before. 

A. Okay.) i wouldps haveston go 
through it all. I made in error when we did this 
before and I don't want to do the same thing again. 
I chose one - let's see, that would be -- 

O.. Your choices were 150 equals 


the concentration timesviitimess=— 


A. veg. 
@2 -- times 6. 
on my calculator. I agree with you. 
Gi You agree with me? 
As Yes. 
QO. Bhathe volumesotvecentral 


Gdiseiribucton is 0.8 then the concentration is 32. 
Would you check my arithmetic? 
AY It'is‘in between so Iwill 


A. Yes. I just did the arithmetic 
accept that it is: approximately correct. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6464 


TORONTO, ONTARIO 


(Symes) 
1 
2 
oe Leecher first 1s) so: the multiplie 
3 
then to reach 78 is less than 2? 
s A. Tia tee? COrrect: 
) as And if we use the second - 
6 the mu TLD Lrer=1s about 2.4; 
a ae ibelreve ="voOurmMenne cis: (8 
8 or the .6? 
‘OF. OSG? Sire 
9 
A. It would be approximately 2 to 
10 
get-toe7 Ox 
11 ales 
O% Are those multipliers more 
12 realistic given that the sample was taken six hours 
13 after death? 
14 A. Veli thats to "irre rei. t ro 
15 answer because as you know the multiplier, the so-called 
16 multiplier, this increase in concentration post mortem 
is so variable. 
7 
Oo. Yes. 
18 
A. So I suppose the trend would 
19 be that you would have less of a multiplier with a 
20 Shorter times That ‘is what. [“was suggesting a 
21 moment ago. 
22 The problem I have with these assump- 
93 tions, apparently the .6 is that this is a number 
that has been reported with premature infants and 
24 
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Mal leriwas. an? igmonthaoldpoqairls 

O% I agnueenr 

A. So she really doesn't fit. I 
mean we are comparing her to a different population 
ateintormation? 

om eee CE we use the .8 the 
multiplier comes down considerably. 

Av Yes. 

Of And if we were to - using the 
same assumptions then does it then become more 
plausible, in fact even probable that the levels in 


EBstrediaesotndrgoxint foundtinrserum,o /84oesix hours 


after =—= 
| MR. YOUNG: We are talking.about 
Miller. 
MS. SYMES: Oh sritnessorny ,aMiliers: 
Og Six hours after death could be 


accounted for if digoxin had been given for Lasix at 
apout 2:40. 

A. tf thinkeait isywithinvthe realm 
of possibility given all the caveats that we have 
just mentioned. 

oF AndsaDre. Kaut imanzncewould 
like to ask you about patient Inwood now. 
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TORONTO, ONTARIO 
(Symes) 


two tthingsia= Pivst sot) abieche weporth-of iMeuiCimbura, 
95Aon pages] ,/sbistsethe iconcentration “of ‘digoxin “in 
heart tissue. 

And Dr.. Kauffman, those values in 
themselves on T8 are within normal range? 


ae Wellness domi. knowithaie =F 


said that. I am not sure that we can say that since 
it was in fixed - it was from fixed tissue. 


Tf you took those numbers listed in 
T8A and accepted those as fresh tissue concentrations, 
they would fall within the range of concentration 
described in patients on therapeutic doses. 

But I think this was in fixed tissue 
So teers dijslticul pitoeanswer nthatbrquestidn with cany 
confidence. 

ae In other words, you can't say 
one way or another whether or not they are within 
normal range? 

AY Well aNrijust sard thivvouscaccept 
them ds tbeing from ‘fixedwtissue - I will try to be 
more helpful and answer you to this extent, and 
hopefully not get myself ini too much trouble, and 
that is if we accept the report of the concentration 
of digoxin, notmeherdigoxinlikessibstances:but the 


lower concentration, and if we will accept that that 
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Kauffman, cr.ex. 6467 


(Symes) 
1 
2 
DD5 is the least that was there, when the tissue was 
? fresh, there was somewhat more but we don't know how 
2 much more--- 
) Ole Yess 
6 As If that was the least that 
7 was there it was at least ee high, so viewing those 
8 numbers they fall within a so-called therapeutic 
: range that has been reported. But I have reservations 
about saying that to you because we don't know how 
a much the levels may have been because of the problems 
i with the fixative that have been discussed. 
12 on And if we turn to -- 
13 MR. OLAH: Mr. Gommissionex,+ in.all 
14 faimness to this witness he has previously indicated 
15 that he agreed with Mr. Cimbura's figures on page 4 
16 on dose number 3, and that suggests that the toxic 
4 range commences at a low of 108 up to 1240, and I 
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THE COMMISSIONER: But they are in 


both “think, ‘arecndkt, they2 
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MS. 


SYMES: Yes. 

COMMISSIONER: Aren't they in 
therapeutic? 
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ANGUS, STONEHOUSE & CO. LTD. Rautiman’,, Gr.iexs. 
TORONTO, ONTARIO 
(Symes) 


the report of Me /iMCimburadated March 25702982; «there 
is a sample called T46. Do you have it? 

A. Yes, I have that. 

Gy That is desoribed mm tthirs 
report as reported to be serum, and I gather that 
there is some question rane this sample. 

MS CRONK: Is my friend suggesting 
the sample is not serum because if she is -- 


THE COMMISSIONER: No,7. . think not. 


We Went through all of that but there certainly is 


some question about this. 

MS.) CRONK: I am getting paranoid. 

MSc MiSs < Q. Now the question 
about this sample, as I understand it, is that it 
would have been taken some time around the 13th of 
March, 1981 because that is when she died, Inwood, 
and that it was given to the Centre for Forensic 
Sciences on the 28th of January, 1982. That is 
some 10 months later. 

Is that your understanding as well? 

A. I knew it was some months. I 
didn't know how many months. 

Q. Well, T46 -- 

THE COMMISSIONER: Well, if you 


will accept that. 
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ANGUS, STONEHOUSE & CO. LTD. Kattimaniy Crwex. 6469 


TORONTO, ONTARIO 


(Symes) 
CHE, WLEINESSi: tvwibl’ accept that. 
Mone ho Leia: Just above that it says 


Ve vaGr Ved  wanlary 26,.1002. 
THE WLTNESS:: I will accept that if 


nobody has any objections to my accepting it. 


(PSE. hey U6 Th 


» “ayy 


ae ‘f adert 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kautiman, ¢r.ex. 6470 
TORONTO, ONTARIO (Symes) 


0, So it is some 10 months. And 
we understand then that it was subject to freezing? 

A. Well, I wasn't sure. I had 
said the other day I didn't know -- 

0. What had happened to it? 

A. Whether it had been frozen, 
refrigerated, both or sostorin, @1 really can’t 
comment on how it was handled other than to say I was 
told there were some uncertainties about it. 

Q, All right. Now because of 
that uncertainty, Dr. Kauffman, I understood you 
divided by 10? 

A. Thateasswhaty.T- did dnony 
estimate. 

THE COMMISSIONER: If you divided by 10 

M55.) SYMESs) *Pardon? 

Tike COMMISS LONER: t ident think he 
divided by 10. He said even if you divide by 10. 

TiBeWITNESS: Yes. The context of 
my conment wWas,.at is terriblyehignw Evenvafayou 
dividestn tabpyiLoeste isi sthaliltat evlevelythat would be 
potentialtvetoscr 

Meee SYMESs O0- But, Dr. Kauriman, I'm 
sorry, I have no idea why you would have picked 10. 


Why didn't you pack 100? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6471 


TORONTO, ONTARIO (Symes) 
1 
2 A. i picked 4 Oubeesuse I thought 
3 it was such an extreme number that nobody could have 
4 any doubt that it could be a greater divisor than that. 
5 0, Well =-- 
Z A. In my mind I felt that was an 
| extreme assumption. 
: 0, But, Drs haul timanes. tees you 
» now about the quality of my housekeeping. If I put 
9 a glass of milk in the fridge it doesn't seem to me 
10 to take very long until it evaporates. 
11 A. Dihave never ‘done that 
12 experiment. 
i MR. OLAH: We are talking about freezin 
MS CRONA tite hassinothwng so’ do with - 
‘ MR. OLAH: What we were talking about 
S was freezing, not with evaporation. 
16 MS. SYMES: 0 Now if we put a tray of 
17 lice oubes ita wGreezer ,vdo tyoumgree® that ‘the water 
18 evaporates over time? 


A. I can tell you I have had ice 
cubes in my freezer all winter and they are still 
there in the spring. I haven't seen a tray of ice 
CUubeseeVanorace yer. 

0. You haven't? 


A. No. 
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ANGUS, STONEHOUSE & CO. LTD. KRaurimany Gr sex. 6472 
TORONTO, ONTARIO (Symes) 

0 So you are saying -- 

A. And I have a defrosting freezer. 

MR. OLAH: Excuse me, Mr. Commissioner ¢- 

THE COMMISSIONER: Lechin lk bees 
better if - the old cliche about apples and oranges: 
can we not ask about blood, what happens to blood. He 
is more likely to have it - I shouldn't say this, 
Doctor. You may well have more experience with ice 
cubes but I would think he had more experience with 
blood than ice cubes. 


Ms. fSiMbor "(Drs *Kavurtfman,;, “have you - 


MR. OLAH: Before my friend proceeds, 


Mr. Commissioner, may I register my further objection? 
We had evidence that there may or 

may not have been a stopper on this container, and in 

all fairness to the witness in my respectful 

submission it behooves the examiner to indicate all 


the facts that we have had before the court. 


THE COMMISSONER: Well, if all the 
facts that she can give are that there may or there 
may not have been a stopper that won't help him an 
awful lot. 

MS. SYMES: No, 

THE COMMISSIONER: I wouldn't think, 


however, I think you probably know as much about the 
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ANGUS, STONEHOUSE & CO. LTD. Kautimal, Crsexs 6473 
TORONTO. ONTARIO (Symes) 


sample as we do, do you? 

tie WLINneS: ae .donit hnOWelLt. Todo or 
not because I don't know how much is known outside 
of my own knowledge. 

He wovMlS se eOen tk think that the bottom 
line is that no one knows very much about it except 
Ehat itewas kept.for),20 emonths, 

Le may heveshad a stopper on at;.it 
may not have. Dtumayahbavesbeen.frozen..,ilt also may 
have been heated, and that is found in Mr. Cimbura's 
evidence, Volume 52, pages 1656 and 1657. 

THE COMMISSIONER: But Mr..Cimbura 
doesn't know any more about it than we do. 

Moe clip ostesNo,;pbutGehe is saying it 
may not only have been frozen but it may have been 
heated, 

THE COMMISSIONER: It may have been 
taken up to,the.top of Mount Everest too. 

MS. “SYMES¢*. « Uni ikely. 

THE COMMISSIONER: But I don't know 
what effect that would have on it too. But we just 
don't know what happened. I don't believe there has 
been any evidence of what happened to it except that 
we did have a great fight as to whether it was blood 


or serum and finally it was decided it was serum. 
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ANGUS, STONEHOUSE & CO. LTD. Kautfiman, er.ex. 
TORONTO, ONTARIO (Symes) 


I think we took the evidence, not on 
oath, of Mr. Roland to that effect if I remember. 

MS. JACKMAN: Mr. Commissioner, I have 
in my notes although I don't have the page that 
Dr. Ellis’ had saidvit was; heated. 

THESCOMMIGSIONER: All right. That is 
good. Then we have that. 

MR. SHINEHOFT: Mr. Commissioner? 

THESCOMMISS TONER? AlL night; Mr. 
Shinehoft has something to say. 

MR. SHINEHOFT: I think there were 
some experiments performed by Mr. Cimbura on heated 
samples. 

THE COMMISSIONER: Yes. 

MR. SHINENOFT: And the conclusion 
was that it didn't make any effect whatsoever. 

THENCOMMISSIONEReheves, Eethinke tf 
remember that too. Anyway, somebody has told us it 
was heated. It was kept for 10 months. And anything 
else thatwyou want to,offer:torhim? 

MSHSSYMES Des: BYeastotDn? Kautfmarr, if 
evaporation takes place due to freezing or sitting 
out, that would raise the apparent concentration, do 
you agree? 


A. If that occurred it would have 
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ANGUS, STONEHOUSE & CO. LTD. Kauttiman, «cr .ex. 6475 
TORONTO, ONTARIO ( Symes ) 


the effect presumably of raising the concentration, 
yes. 

0. If the sample were heated and 
liquid were driven off in the process of heating, 
would that also have the effect of raising the 
apparent concentration? 

A. If there waS some evaporation 
and no breakdown of the digoxin due to the heating 
you would expect the concentration to increase to 
some degree. I don't know to what degree, 

0. Dey Kautiman, given that 
both of those may have happened to the sample, do 
you have any confidence in the level of 491 whether 
ioemesn diivaceds by771 00 orN20 “or 50? 

MiwOLAd se excuse time, Mri’ Commissioner, 
Iam sorry, 2 Must object again. 

We have had evidence by Mr. Cimbura 
where he has carried out a survey to duplicate ithe 
situation in here, and the evidence before this court 
Ls tnhadtetnere was nO alteration as a result of the 
heating, so with the greatest respect to put that 
evidence to the witness is just not fair. 

MS. SYMES: Just a second. The 
question is not with respect to - the question that 


I asked Mr. Cimbura was about the breakdown of digoxin. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, CYr.€x. 
TORONTO, ONTARIO (Symes ) 


Tam not touching ‘chat. *iwan only asking vabour 
evaporation of the liquid in which digoxin is. 

MRS PORBIAS Peay? recollection ofthe 
eVidcenceroL sic. Cinbura 15 that that very scenario 
was put to him, an’ honestly identical question. 

iit COMMISSIONER: -But, Mr. Tobias; 
the same question can be put to this witness. It is 
a perfectly legitimate question to ask. 

MR. TOBIAS: But in fairness should 
not he evidence that has already been put before the 
Commission be put to the witness? 

THI COMMISSIONER: Well, when he 
talks about evidence. I know of very little evidence 
except that we don't know what happened to this 


particular sample the 10 months that it was ... 
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ANGUS, STONEHOUSE & CO. LTD. anne te mein 
TORONTO, ONTARIO 
cr.ex. (Symes) 


1 
2dec83 2 MR. TOBIAS: But the witness is 
Bes 3 being asked to give a conclusion based on a hypotheti- 
4 Calvsetlofisiactestiwhichthe hacgvalready sand icouldn!t 
5 have taken place. 
MS. SYMES: Well, just a second, how 
: Gdaneyoutsay thate 
: THE SCOMMESSIONERSetWeblaud don't 
8 know that couldn't have taken place. I am going to 
9 allow you -- would you try your question once more 
10 and we will see what the doctor has to say. 
11 MS. SYMES: Yess 
12 O* Dr. Kauffman, if this sample 
had been frozen, if the sample had been heated, if it 
- had been kept with or without a stopper for ten 
Z months, could you put any degree of reliability on 
15 the figure of 491 nanograms per ml. whether it is 
16 divided by 10 or 200? 
17 A. Pedidtancdsat staiiodom TL 
18 reduced it by what I thought was an extreme amount 


andvsaldeitaisestiait highvand Iuthinkouat probably 
was really something more than what I concluded from 
that extreme assumption but I was tyying to give the 
benefit of the doubt to the situation. 

I can tell you that we routinely 


store biological samples in my laboratory for several 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 


TORONTO, ONTARIO 
cr.ex. (Symes) 


| 


1 

EE2 2 years and reassay them again for certain things. Now, 
3 some things aren't stable but you do not see with 
4|| many things, assuming the compound is stable, storing 
5 | something in a freezer is not in and of itself for 
‘ several years necessarily, does not necessarily cause 

| apchangenin concentration. ~ In fact, that's what we 

7 


use to store biological samples that we may want to 
analyze later on. 

Now, if you store the container 
open you may get some evaporative loss over a period 
of time and I can't really tell you rapidly because 
IT haven't done specific experiments but I can tell 
you if the container is closed, the sample will keep 
several years in terms of volume. If you have the 
container open there may be some evaporation and when 
I thougnteabout ail, of thrs back when was"doing 
this,exercise Ivthought; well, it is unlikely, 
extremely unlikely in my mind that the volume would 
be reduced by tenfold over a period of months even 


if the container was uncapped, and those are the 


reasons why I went through this excercise. 
Pimustercells you didn vexreally. 

think that sample, if it was frozen for some months, 

reduced its volume by tenfold, but I thought that I 


would make that assumption to give my calculation the 
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ANGUS, STONEHOUSE & CO. LTD, Kauffman 
TORONTO, ONTARIO 
cr.ex. (Symes) 


benefit of the doubt, and I still came out concluding 
that that concentration was high. 

Oe If the sample were kept in this 
sort of imprecise way, iS it also possible that there 
could be an artefact present in it if the sample were 
kept open? 

A. I guess anything is possible. 
EVGhnVterisnk of What kund Gk artefact or why it would 
be induced or anything bike) thatabut, you know; +i 
hesitate to say. Il am probably not gozrng) tor say 
any time during this testimony that something is 
absolutely impossible but I have no basis at all unto 
which to agree with you that there would have been 
an artefact, I just don't know of any reason to 
assume that. 

On Tt's not the best sample from 
which to draw conclusions?: 

A. It is certainly not an ideal 
sample. 

Ob: Now, this child Inwood, I 
gather that she had been on digoxin -- 

THE COMMISSIONER: Are you fairly 
close to the end of Inwood because I thought we might 
take a break sometime. 


MS. SYMES: Certainly, sir. 
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TORONTO, ONTARIO 
orneex. (Symes) 


THE COMMISSIONER: Well, no, when 
it is convenient. 

MS. SYMES: This would be convenient 
now, on 

THE COMMISSIONER: How much longer 
do you think you. will be? 

MS. SYMES;:° I am almost done with 
this witness. 

THE COMMISSIONER: With this witness? 

MS. SYMES: I would say fifteen 
minutes, 

TERT COMMISS LONER: Yes. All right. 

Yes, Mr. Tobias? 

MR DLOBIAS  AtMeecCommissioner?s it 
would be helpful to me if you could give some indica- 
tion as to how late you intend to sit this evening? 

THE COMMISSIONER: Well, I am going 
to be held personally responsible if Dr. Kauffman 
does not get his plane at seven o'clock I can tell 
you that. So, we obviously will not be sitting past 
five. 

MRS STOBIAS<> “Thankyou. 

THE COMMISSIONER: And I don't think, 
I thinkvthe- only  thingehteanitio silt etherecis 


somebody -- the tentative date is the 19th of 


Asify con. , Liaw <aarie22di Mego Aa? 


7 i 
Sess nauio? af bivdwiakt" +:SiWte om r 
,ate hon 
TOoQNe. Hann «wat (SOW oe. MO eee 5 as 


‘h | id tli noe Anady tay oo | a 


ate a) eed facom ff f AMI Es "og aM 
* ; , 
awd pw aete 
‘ 34s i { q bad i fet | j 1pt7 
1 
i 
< 45 . ry . 4" 
! 
| sau am 
: 
‘ri rs } r Att 
' 21 ’ is ‘ 


i au 7 ; { oy f ‘ Se if HM 
-en2iie.semne a . cov i: or Sire liiguiee cast Tekan 
| Ai Sve Slits cis of Daath ee woul, wd cab Pores 


PNT rey, *F re’ aha : aVi iM IRs "y aR, 
res rouLy Pin At 7 r i a) CBE h rai 2 apo "Uf generisat ben od og 
j 7 7 oo 
| bisa tes, dc Astio*s rived! Fr, ahaa 


tec Ofees Tt2 ae) On piaw ee 


a 


heskrtn Scie pans oa 
ge = an io 


6481 


ANGUS, STONEHOUSE & CO. LTD. Kauffman 


TORONTO, ONTARIO 
cr.ex. (Symes) 


1 
EES 2 December, which is a Monday. Is there anyone who 
3 can now say that he will not be available on the 
4 Boeh 2 You won't? 
5 MROtSHINEHORT:) That 2s correct: 
THE COMMISSIONER: You seem to be 
: the only cone; 
MR SHANAHAN TA OLOth yes eentor ithis 
8 witness to return? 
9 THE COMMISSIONER: Yes. 
10 MR. SHANAHAN: A terrible day for me, 
11 especially if we hit the point today where it is 
12 just the parents left. 
13 THE COMMISSIONER: Well, we are 
not going to get to that point because we are still 
us going to have Miss Jackman and Mr. Olah and the 
- parents but the real problem is I have more or less 
16 undertaken to Dr. Kauffman that he will be here just 
tT for one more day. 
18 MRe SHINEHOPT sani will be out of 
19 the country that day ,?siet 
mn THE COMMISSIONER: You are leaving 
the country? 
21 
MR SGHINEHORT2ieves, 
ee MR. SHANAHAN: That's a good day to 
23 bring him? back. 
24 
25 
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THE COMMISSIONER: Well, I wonder 
if we could ask you to stand down and we will try 
Mr. Shinehoft and Mr. Shanahan. W will give you 
another fifteen minutes, we will even extend that to 
half an hour on the 19th if you are available. 

MS-°SYMBS< That) is perfectly 
agreeable, sir. It would probably make sense if I 
could just finish the question on Inwood which would 
be very brief. 

THE COMMISSIONER: Well, all right, 
do you want to do that now before we break off? 

Mei, esMES > eYes:. 

MR. SHANAHAN: Mr. Commissioner, 
if this witness is back on the 19th, where are we 
today ? 

THE COMMISSIONER: We are at 180 
Dundas Street West. 

MR. SHANAHAN: No, no, who is left? 
We have Miss Jackman and Mr. Olah. 

THE COMMISSIONER: Well, but also 
remember we have Mr. Hunt and Miss Cronk waiting in 
the wings and they will probably take I would think 
between them half a day. “So, there’ is the problem. 

Now, you say you are not available 
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ANGUS, STONEHOUSE & CO. LTD. Kairiman 


TORONTO, ONTARIO 
er.7ex, ((Symes) 


1 
EE7 2 MR. SHANAHAN: The morning of the 
3 19th I am not but if I was taken out of order I would 
4 obvicusily be all right. 
5 THE COMMISSDONER: Well, if you 
P were taken now because in the morning, you see, if | 
you are not available in the morning, by the afternoon 
‘ IT hope to be well into re-examination. 
3 MR. SHANAHAN: Well, let's see 
9 what happens over this break here. 
10 THE ACOMMISETONER: (es, tals ipagnt. 
11| Well, we are not going to have the break until after 


you have finished with the Inwood child. 

MS. SYMES: .0. Do yow have the 
Inwood chart, Dr. Kauffman? 

TNA Ves. 

QO. COuldsyouleurntompage, 12h of 
that chart, please. Ala iewant to: establish, is; that 
this) chaiid, Babys Inwood, was on. digoxiniand had» been 


On.at forielevetadayseprior, to herideath.. dy think 


that she was first digitalized on February 28, 1981 
at the Toronto East General before she came to The 
Hospiitad for 62 ck, Cha 1dren. 

In addition, we have on page 55 of th 
chart that she is to be continued on digoxin, and on 


page 75 of the chart, we have the digoxin order as 
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ANGUS, STONEHOUSE & CO. LTO. Rati tman 6484 
TORONTO, ONTARIO 
er.,ex. (Symes) 


006. 

A. I'm sorry, which page? 

Q. Page’ 75 "of “therchart,; the 
doctor's order. 

Ae Yes. 

OF Teris thevenrrd one? Tt is 


-006 mg. by mouth twice a day. 

Are Right. 

OF 60, this child®* then being on 
digoxin for eleven days would have had a build-up 
in her tissues. Do you agree with me? 

A. Yes, she would have had a 
gradual buildup in her tissues. 


OS And we know that on the 12th of 


the @thard Poe wae 5:30) in “the morning “a medication 


Exes Ee Bee Maybe. wilieyjust tell you this, I 
don't think it is in dispute, she was given Pacsai's 
dose of digoxin and Pacsai was on 0.02 mg. by mouth. 
A. Yes, I was aware of that. 
On So, this child then would have 
received S02!) mo. "of digoxin at 5:30 in the morning. 
A. er 


Q. J0GanigS of digdKkine Sep we 


would expect then that digoxin would be in tissues, 


Error Occtrred, and that Te-pert of "the ‘chart; ve ‘1s 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 
TORONTO. ONTARIO 
cr.ex. (Symes) 


1 
EE9 2 wouldn't we? 
3 A. Yes. 
4 Or From her regular maintenance 
5 dose we would expect digoxin to be in tissues? 
A. Yes. 
6 
QO» And-in addition because of 
i the overdose that she received 22 hours before death, 
8 would that partially explain the levels in the 
9 tissues? 
10 A. Weldon dathink! thati would, be 
11 consistent with levels in her tissues. 


5 Would that mean that because 
she had received the overdose 22 hours before death 
that it wouldn't be surprising the levels in tissue 
were slightly high, on the high side of normal? 

A. I think she had her digoxin 
doses held subsequent to that. 


THE COMMISSIONER: Yes, she did. 


THE WITNESS: So, there was nothing 


given after that error? 

MSe GYMrsesy O.pu Arter: 5:30 anethe 
morning ,Aithat ‘syright: 

A. That'scorrnect.. 

O% And she died in fact somewhere 


about 22 hours after that. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 6496 
TORONTO, ONTARIO 
cr.ex. (Symes) 


AY And that dose that was given 
in error was something like three times her usual 


maintenance dose Gf F-sannot mistaken, 


Or - iets 
A. And she was on .006. 
es That's right, three times, 


slightly more than three times. 

A. Theat eo rLone. SO, with all 
the vagaries of fixed samples and an eightfold range 
of acceptable therapeutic concentrations in tissue, 
it is hard to say whether this represented a higher 
concentration in her tissues or not. Iwould guess 
that because equilibration would occur over that 
20 hours that the concentration in her tissues must 
have been somewhat, a little bit more than what was 
there before she received that dose, obviously. 

Se Dr. Kauffman, if we are forced 
to discard that T46, the one that we talked about in 
Inwood as an unreliable sample, that is, that nothing 
can be drawn from it -- 

THE COMMISSIONER: You are now 
talking about the serum reading? 

MS. SYMES: Yes, sir. 

THE. COMMISSIONER: Yes. 


MS. SYMES: The serum reading. 
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ANGUS, STONEHOUSE & CO. LTD. Kaiuide jeinnvaliay 648 i 
TORONTO, ONTARIO 
cr.,ex.. (Symes) 


THE COMMISSIONER: Don't say if we 
are forced, say, let us say, let us assume. 
MS. SYMES:. ©). Let us assume that | 
we can place no reliablility on T46 and then the 
levels we have for Inwood are only the ones that I 
Nae eaG you 7 
THE COMMISSIONER: That's the 
tissue levels? 
MS. SYMES: THe tissue levels. 
OQ. -~ what CaLegory. Would wou 
put Inwood in? 
A. Vedi nai thie ee 1.1 
category 2 originally based on those assumptions 
before I had that information. 
Oe So,, Can I fairly say that 
Inwood would go from a 4 to a 2? 
A. She went from a 2 toa 4, 
so, I guess she would go back again if we discarded 
that level. 
MS. SYMES: Okay... That is the end 
of Inwood. 
THE COMMISSIONER: Yes, all right. 
Well, we will take fifteen minutes 
now. 
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" TORONTO. ONTARIO (Shinehoft) 


---Upon resuming. 

THE COMMISSIONER: Now, Mr. Shinehoft, 
how long. will you he? 

MR. sonLNEROMT : 15 minutes to half 
an hour, Mr. Commissioner. 

THE COMMISSIONER: Ailerighty ye wit). 
see then. 

CROSS-EXAMINATION BY MR. SHINEHOFT: 

oe Doctor, my name is Jack 
Shinehoft and I represent the parents of the Baby 
Kevin Pacsai. I understand, Doctor, from the evidence 
you have given us and from your curriculum vitae that 
you are both a clinical pharmacologist and a pediatri- 
Cian, ole boat, correct: 

A. hat LS correai, 

0” Could you tell us, please how 
much of your practice is associated with each of 
those disciplines? 

A. tie Saharg to- seperate it, 
but I spend about one-third of my time during the 
calendar year in full time patient care, not all .at 
the same time, but I would guestimate it that way. 

My research is all clinically oriented, 
so it is patient, this involves patient care also. 


So there tena. lot,of overlap, so Lt is. hard to sort 


pi imweep mogi=- 


” 


a i woy t (fw iat wo 


ed 


i 
> 
441He - am? | iz 
S] 
, 


. ~ 
Os : . WLI ar is, Tih oT tin ih = 
b 
cae tt MSD: Si | if 
| q an 
nen? 263 VP . 
| TRO co 


@ 
| | ) “vop@o TI base J2086nzdEg ot 


| iw itt 
bradnasbel J baer Rarer ia 
} Ae i 7 
| im 
wo9% Dee ev epvie ove goy ah 


“7 


, af (mete Peri pofina ss sioad evs coy” NEL 


jouanos tett..t ,tedo 


~ dor pings s&G 


Yoroote 9 21) ap ciseiy Seog, Ie. eau 


nll i 


S Se@mbby oat aac 


+ e , J a rt «. Tg 
Uh ts a i Fi if : vir} } bi vati¢e 
¢, 2 
sa Lie 26n .@teau sBeiseg ote : 
—_ 
You 2008 Fi cimatreooy,* 


s7o0 of. band ni. 3% 
> . 


. 


_ 


op 
i. = 


4 


24 


25 


6489 
ANGUS, STONEHOUSE & CO. LTD. Matis fman, Cr ses. 
TORONTO, ONTAR . 
° ila (Shinehoft) 


Pio w Athy eo linves Lapharmacology ‘consultngvot 
course is patient care. So I see patients ona 
regular basis, but my full time care of patients is 
probably a third of my time. 

QO. And ithat Consists’ of the day- 
to-day treatment of pane us that ‘correct? 

A. Of infants, yes. 

‘eh As part of your educational 
background and your studies, does it inolude the 
study of endocrinology? 

A. Only “to “the ‘extent that any 
pediatric resident and medical student would have 
some instruction in endocrinology, I have no sub- 
speciality training in endocrinology. 

or No, as part of the sub-speciality 
aS a pediatrician you do study the area of endocrinology, 
do you not, pocror? 

A. To a certain degree. 

Of, Have you ever heard or studied 
ancondition known’ as “Transient Adrenal Insufficiency": 

A; iL must*° say I am not familiar 
with “hat condition. 

‘oe Never heard of it? 

A. Nee? that Tecan recall © T can 


tell you truthfully I have never seen a patient in 
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TORONTO. ONTARIO ipineho ee) 6490 
1 
2 

whom I thought that was a diagnosis. I may have missed 
; it, but I am not aware that I ever saw a patient with 
a that problem. 
5 0. Thank«you'.’ Now; Doctor, 
6 Mr. Scott in his examination of you yesterday 
7 discussed certain BUN levels and potassium levels 
8 from St. Joseph's Hospital and from Chedoke McMaster 
Hospital. 
A. Excuse me, I'm going to get 
se Slcopyepertae chart: 
On This unfortunately for you, 
12 this is not contained in the chart, but you can get 
13 bhetcharryeadGinswtheiestibit numberdoctI«ameafraid, 
14 Mr. Commissioner, I am probably in possession of 
15 these here, and these are the only copy of the blood 
16 level report from the Chedoke McMater Hospital. 
THE COMMISSIONER: Can we put it 

‘i forward as an assumption and I take it at some time 
- we will prove it, is that all right? 
19 Yes -ONre, Otah? 
20 MR. OLAH: Yes, Mr. Commissioner, I'm 
1 just wondering if it would perhaps be appropriate to 
22 mark that today and maybe have it distributed or 
93 copied at some future date, I think it might be of 
iia assistance to many of us to have some of this 
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ANGUS, STONEHOUSE & CO. LTD. Kaufiman, Gr.ex. ; 
TORONTO, ONTARIO . 6 4 9 if 
(Shinehoft) 


documentation. 

MR SHINEHOFT: You see I have, 

Mr. Commissioner, three charts; I have the chart from 
the St. Joseph's Hospital where this baby initially 
attended. I have the chart from Chedoke McMaster 
Hospital, where the baby wae transferred. when cs 
course I have the chart from the Hospital for Sick 
Chpldren. 

THE COMMISSIONER: Now, how big are 
these charts? Are these something I take it that we 
can have copies made from? 

MR. SHINEHOFT: They are divided 
in the binder in which I have these documents, and 
IT am certainly prepared to provide them to Mr. Elliot 
and to Miss Cronk for the purposes of reproduction. 

THE COMMISSIONER: Ally richie. Why 
don't we make the St. Joseph's chart then Exhibit 278; 
and the Chedoke McMaster chart Exhibit 279. Now, I 
take 1t you have).no copies of rthose ‘at yohe «moment. 

MR SSHINEHOFT: NO pe Lditeeiur fy 7). 1 
ale pene 

MS. CRONK: I will see that they are 
made, sin, tifiiMr.: Shinehoftiwill loan it-to:me. 


---EXHIBIT NO. 278: Medical Chart re Kevin Pacsai, 
St. Joseph's Hosiptal. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6492 
TORONTO, ONTARIO (Shinehoft) 


---EXHIBIT NO. 279: Medical Cart re Kevin Pacsal, 
Chedoke McMaster Hospital. 

MR. SHINEHOFTs Oe 2 1s te wane to 
refer specifically to one page in the - this is the 
Chedoke McMaster Hospital, Doctor, you will see on 
the left hand side of the pete there is the chemistry 


report and theyprogress to the right side of the page. 


De Is 7: each column a different 
date? 

Dips It is a different time. 

A. A different time. 

O% The date is at the bottom, 


DOGCEOr ee erOURW1 b meeesltre 1s 6/54, c7o.and then © think 
this is the next day. 
A. So these are all on March 8th 


atvdit ferent: times, 


i. At different times. 
A. Okay. 
On Now perhaps if you could just 


read the two levels --- 

se Where is the time denoted. 

Os It isn't unfortunately. Well, 
Lt 1s) tignteat ‘Theston, 1t° 2s really undeciphnerable, 
bute it Vouecoula Jvust review torus, Doctor, the 


levels both as far as the potassium is concerned and 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO (Skinehone 
1 
FF6 2 as far as his BUN readings are concerned, do you see 
3 where they are, Doctor? 
4 A. Yes, I see where they are. 
5 There are five potassium concentrations and serum 
6 reported. The fifth one I don't see what the date is, 
: what the others are dated_3/3. 
O-. So that will be after he left 
: St ee UOSen 7] Osis ta) sie riat not correct, “Doctor? 
‘ THE COMMISSIONER: lam sorry, 1. thought 
10 | these were from St. Joseph's. 
en MR. SHINEHOFT: No, they are from 
12 Chedoke McMaster. 
13 ey. And St. Joseph's Hospital is 
7 the one we discussed yesterday, the level of 7.4? 
A. Tratele.correct. 
? OF Now these are, as I understand 
1p it, and correct me if I am wrong, Doctor, subsequent 
17 COstie twats Meeatter Ni setrancter from St..Joseph’'s 
18 Hospital to Checoke McMaster. 
19 7s These must have been done at 
00 Chedoke McMaster Hospital because that is the name 
a1 on the laboratory sheet. | 
Q. If you could just review for 
s me the levels that they indicate both of the potassium 
23 
and of the BUN. 
24 
25 


pea peuoD Sra, BPREDAGS He ei xs tH a8 


cedg aah Ghad) [ seo 1020) oe) bea 


. 4 
+i anc toe! Wwe ar ‘pect: ee ee ; - 2 > 


C qed tae). a CORE, Cae 


7 / 
S2anw, oh i — yt 7 


vis unatasGes) a inven). ov ae avails 


Ve haere ete steno iy tertw 
} wa Sel oI te, . -) 


Las Son tec) 20 ples eqeers =? disk oe 
“nites Eee ap | 7 
Atiaamit 222 tt 4 ct19w apedg 

acdsee AB | et 

ayer 2pGers : é 

7 | cide 
ao! =<) ron 2 
, Shi seteey Love tito Lit See eo: om 


t ro fe 


ooat al wht 7 ef? 
ea cme of 7112744 Ge tad yf: 4a tia) bas 34 
ina? 19% grat gugadl yethal 3 + goad. oF . 7 


ahaa okoands, a adap 


& ha coin tas 
= 


BF] 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Kaultmanptersex. 6494 
TORONTO, ONTARIO 


(Shinehoft) 
A Okay. The first one is a 
potassium, serum potassium 5.6. The second one is 
a serum potassium 4.6. The third one is a serum 
potassium 3.1. The fourth one is serum potassium of 
4457 8tTaAS To tthhone istserumipotasspumsoL (471 3 
O- The AP ee Sak is tes wee) ey 


hemolyzed at the bottom of that? 


Ne Ves of folant moti ce=thatr, 2 
is reported as slightly hemolyzed. 

On Sosecou ldsyourconjzecturera 
picture of his potassium from the time that he 
initially arrived at McMaster Medical Centre to the 
time that he left,is there any picture that is 
given of going up, going down, remaining the same, 
what would you say about it? 

A. Well, based on this information 
over this period of time that these were obtained, 

I would say his potassium level was staying within the 
HOS erence, Mietededietinctuate froma high of 5.6 to 
a eloweoia Gel. 

Os Yes, which would certainly --~ 
These are all, the 5.6 might be a little bit elevated, 
that wae the first one whentherarrivedscbut Lt its 


marginal, the others I think are quite satisfactory. 


oF What is your definition of a 
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ANGUS, STONEHOUSE & CO. LTD. iaraitetsman , Cie. Gla. 
TORONTO, ONTARIO ° 
(Shinehoft) 


normal or a safe level of potassium? 

A. It depends on the laboratory 
norm. In general in a baby this age I would accept 
outside levels of 3 to 55. Somebody might argue with 
mena little *bit oneeitherxend§but I think that is a 
fair range. | 

Oz Taibhitelistvousthue, Doctor, 
other clinicians have sdudee. 57005755 

A. Well, I wouldn't argue with 
that, again what are your laboratory norms in that 
Hospital? I do studies for drug companies and they 
always make me select the norm for our laboratory 
because they will not interpret the numbers until they 
have all the norms. 

ce; So he has a level of slightly 
over 4, the last level taken at McMaster Medical 
Centre, and then he arrives at the Hospital for Sick 
Children and I understand he has a level of 3.9 upon 
his¥arrival atethe Hospatal. 

A. Bhat isimy wecollection. 

oe And what do you have to say 
about that level, Doctor? 

A. in thankathataisepormal also. 

Oe Now what about his BUN - I 


was going to ask you about his BUN levels? 
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ANGUS, STONEHOUSE & CO, LTD. Kauffman, cr.ex. 6496 
TORONTO, ONTARIO . 
aa (Shinehoft) 


A. The first one that is reported 
on the sheet at Chedoke McMaster Hospital is reported 
as 34... ‘he nextone 1s18e.Ne The hext ones 2375) The 
Next, One 16 27.6 the Nexmeone 15 1.9," “The tast one 
that is on this sheet is at 19. 

0. What do you have to say about 
that in comparison to a normal BUN reading? 

A. These are all elevated except 
the last one and it is high range of normal. 

OQ. And what about his BUN level 


on his admission to the Hospital for Sick Children? 


AS I don't remember what it was 
offhand. 

OF m don't ether 

A. We will sea@:what it is. 

OQ It is less than 5 on his arriva 


at the Hospital. 


FGA Okay. 

Q. Do you have an opinion as to 
whate-—== 

R I think 19, 19 is borderline 


high for a baby this age, less than 5 is normal. 
Oo So would it be fair to say 
his potassium and his BUN levels upon his arrival at 


the Hospital were normal, or within normal limits? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, Ge ea. 
TORONTO, ONTARIO = 
(Shinehoft) 
A. Wee, I think; So,;hat) theasick 


Children's Hospital. 


On Ate thei Sack} Children’s Hospital? 
A. Yes. 


oF Doctor, you have in your rating 
for Kevin Pacsai have aa him from a iso, 5 and 
you rated him as a 4, is that correct? 

As Without, referring to my. CDC 
sheets I think that is correct. I have my summary in 
front of me; here. 

0. Would you mind referring to 
your CDC sheets. 

MS= .CRONK: Paha D1 C27 4.aeDOGeor . 

THE WITNESS: This is a summary of 
my CDC rating, and yes, Kevin Pacsai was included in 
the 4 patients given a rating of 4. 

MR. SHINEHOFT: QO. Tian Purliocum to 
know, Doctor, of the five criteria that you have 
selected in order to be included in No. 5, it seems 
to me that the one criteria that Kevin Pacsia did 
not fit in was that he was prescribed digoxin, 
correct, prior to his admission to the Hospital in 
Tor onic 


NE Let me check and I will answer 
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ANGUS, STONEHOUSE & CO. LTO. Kauffman, cr.ex. 
TORONTO, ONTARIO (Shinehoft) 
es Okay> “Thisvis the letter 


dated December” 14th from Drv Smith; do“ you” recall 


that where you set up your criteria? 


A. Yes: 

er Do“ you have’ that letter, Doctor? 
A. vet 

oy And Vou indicate for rating S 


that patients receiving this rating meet at least 
four of the folowing crmteriay-and the f1itheeriteria 


is no digoxin prescribed at time of death? 


A. Thawevs Srighty 
OF tT think =wevdiseussed “1b. 
THE COMMISSIONER: Excuse me, 


Mr. Shinehott,. this’ 1s what exhibit? 

MR. SHINEHOFT: Terr ssexhibrtceno. 272, 
Mr. Commissioner. 

THE COMMISSIONER: Thank yous*s What 


babvVVs.ifewaat number? 


MR. SHINEHOFT: eect alee 

PUB WITNESS : You are speaking of 
page 3? 

MRY *SHUINEHOFT: Ds. Page 3, Doctor, 


criteria used to rate the probability of death 
resulting from digoxin intoxication. 


A. Yes. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. GR29 
TORONTO, ONTARIO (Shineho fe) 


On For a rating 5 you have given 
5 criteria of which a patient has to fall within 4 of 
the 5? 

A. AM gy: Nese sic paltianlas |p mae 

GC: Now it would appear to me then 
that you are of the Bee that Baby Pacsai did not 
Come Wellin 4 or o7 

A. Thala we correct, 

CO: Which one, which of these did 
he not come within, in your opinion? 

A. He dich’ t, 1 don't think he 
met criterion, we are talking about rating 5 now? 

O. Yes. 

A. I am going from memory of his 
circumstances now, and I may need to refer to the 
chart. 

Or You have the chart in front 


Of Gvou, Doctor. 


—————————— 
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ANGUS, STONEHOUSE & co.tTto. Kauffman, Cr.ex. 6500 
TORONTO, ONTARIO (Shinehoft) 


THESCOMMISSTONER:) You didn't have =- 
I think I can answer. 

THE WITNESS: Yes, here we go. 

MReeSHINBHOFT:. Oc» Yes> ats No. 5s 
I am aware I believe that he doesn't come within 


the parameters of guideline No. 5; is that correct, 


Desctor? 

A. Tate wight. 

oe But which other one did he not 
come --- 

AS The other one he did not 


achieve in my judgment was ante mortem concentrations 
well above therapeutic range. 
On Well, Doctor, you are aware 


of the ante mortem levels that he had? 


A. ets De 
Or Of wueater thane 0? 
A. Well, it was somewhere there. 


Those ante mortem levels. 

©; I am talking ante mortem. 

A. Yes, but you see the key word 
here iS unequivocally toxic range, and my problem 
was I didn't know how much above 10, and we know 
that I have seen it in my personal experience there 


are babies who have levels within the 10 range that 
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ANGUS, STONEHOUSE & CO, LTD. Wal vice finan 7 (chesioe'<e 1 


TORONTO, ONTARIO (Shinehoft) 


don4e* show 'toxicity sol teouldn!t say he’was 
unequivocally in the toxic range. 

OF NGF bUET LE you couldvanswer 
this question, Doctor, what is the therapeutic range 
Of"d1ldgexin? 

A. Well efor babies, Lt Ls poorly 
described, but the usually clinically used range is 
somewhere in the neighbourhood of .8 to 3 nanograms 
per millilitre. 

Now some people will say 1 to 3, 
Some, BMe@toeseo*butcel wEellPiake LE=. 8 -te=3: 

ek So his level, his ante mortem 
level is at least three times the normal therapeutic 


level, possibly more? That is the upper range of 


the therapeutic level? Is*that correct; “Dector? 
A. Well, you are describing it 
in terms of therapeutic range. I am describing it 


in terms of unequivocally toxic: 

OQ: I’ just want to get --- 

A. His level was apparently at 
least 3 times the range that we usually accept as 
a satisfactory serum concentration during therapy. 

Oi. Isn't that --- 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, cr.ex. 


(Shinehoft) 
1 
2 children who are not showing any toxicity. 
3 O. But he exhibited both, did 
4 he not? He shows the high levels in his blood --- 
5 A. Well, he exhibited symptoms 
that were quite compatible with digoxin toxicity in 
: MY Opinion. 
f eh So am I correct in Saying, 
8 boctor,, that miotie craterion No. 2 were changed 
9 slightly to read ante mortem serum digoxin con- 
10 Centrations ei nethe tor Cl Lange, and. deleted the 
; word "unequivocally", then would you be of the 
re opinion that he would rate a 5? 
A. No, because he doesn't meet - 
_ well, four of the five, but I very deliberately and 
ut advisedly made it so that it had to be clearly outside 
15 what I could accept as being there but not producing 
16 EOxLCT ty: 
17 O I see. But if he were in 
18 the bata phase of distribution. 
19 A. If I changed any of my criteria 
I could re-juggle the patients in the categories 
ae obviously. 
a Oy Tain Just, talking about “one 
22 word. 
23 ye Well one word can be terribly 
24 
25 
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ANGUS, STONEHOUSE & CO. LTD. 6503 


TORONTO, ONTARIO Kauffman ro cE ex. 
(Shinehoft) 
LMpO rca. 
ON I agree, but you are saying 


thateloweeven though"it is high; and even thotgn it 
is outside the normal therapeutic level isn't in your 
Opinion “unequivocally toxic? 

RG Nore thVand "Gr itsel fit ts 
noesunequivecally toxic. 

O% And that is why he was given 
a rating of 4 as opposed to 5? 

THE COMMISSIONER: Doctor, I just. 
wonder=-"I am sorry, do you want to answer that 
question? Is he answering that question yes? 

ibe Wwhihboorto. chink that. 1s part 
of the reason, yes. 

THE COMMISSIONER: I am just wondering 
if he satisfied Item 4 under Rating 5? 

THE WITNESS: Well, no, because he 
didn't have fresh autopsy tissue. 

THE COMMISSIONER: And that was one of 
the problems too, is it? 

THE WITNESS: I had several problems 
WLEN CUtCtIng himein No. Ss IT didn't have fresh 
autopsy tissue data on him, and his ante mortem serum 
was equivocal, and there was no way I could justify - 


well), Lethought he fit the oqrading 4 criteria. 
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ANGUS, STONEHOUSE & CO. LTD. 6504 


TORUNTOs. GNTARIO Kaur inan, Cre.ex. 
(Shinehoft) 


Meee SHINBRORD. ee =VoeC tor, «la. 
could ask you about the relationships now of 
potassium and digoxin, the issue of hyperkalemia 
and elevated digoxin. I believe your evidence has 
been that one often follows the other but is not 
necessarily coincidental to the other. “Is that a 
fair restatement? 

A. They are not uniformly 
associated. 

OF And that would be - and what 


you are meaning I assume is that an elevated digoxin 


level may cause an elevated potassium level? 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman , CHFERs 
TORONTO, ONTARIO (Shinehoft) 
A. Ves ,ebDut not =—witahasn?t in 


all reported cases. 


0, Bute atecan happen? 
A. it Can, yes: 
0), Now what about the opposite of 


that, Doctor, and I believe you have given some 


evidence about that. 

You see there are some paediatricians 
that believe the opposite, that people with elevated 
potassium level can cause an elevated digoxin level. 
Would you agree with that? 

A. Noe Lxdonete. bite leunderstand 
the question I don't agree with that. 

Taknow: of sno. evidence; no data that 
substantiates that elevation, independent elevation 
of potassium will cause a detectable or measureable 
elevation of serum digoxin concentration. 

0. So you have never seen anything 
in the reported literature -= 

A. I am not aware of anything 
that would substantiatewthat statements, Ifsit is 


Tidontteknowt about ats 


0. Well, we have had some people 
who have maintained that theory, but you are saying 


you know of no reported literature that substantiates 


that theory? 
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ANGUS, STONEHOUSE & CO, LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO (Shinehoft) 
A. No; Oanenot’ awarevor it. 
0, All right. Are you prepared 


to give us an estimate as to the percentage of cases 
where an elevated digoxin level would produce an 
elevated potassium level or you have no -- 


A. I have no basis on which to 


| 
give you a percentage. 
0. Okay. 
A. In response to your question 


about the potassium and digoxin, potassium causing 

an Glevation, ofealgoxin; = donc know af" this 13 
relevant’ Or not, out 4 was. triue that’ potassium, an 
elevated potassium will tend to reduce the pharmacologi 
effects of digoxin where a low, an abnormally low 
potassium will tend to increase the pharmacologic 
effect. 

0. Tt is one of the known antidotes 
for high* levels ct dtqoxin? 

A. Yee? oue Ll aon" equate that 
with increasing the level of digoxin in the serum, 

0. Werie* Doctor, Mr. Scatt 
discussed with you certain assumptions that you have 
made in order to come to the findings that you have 
made, and I believe that you agreed with him 


yesterday if you changed some of the assumptions 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6502 
TORONTO, ONTARIO (Shineho ft) 


perhaps some of the results might be changed? 

A. Tee. 

0, Newait Ticouldvask you 
specifically about Kevin Pacsai, and to give you what 
we do know, we know what his ante mortem level of 
digoxin was; we know what his post mortem -- 

A. We don't know definitively 
what it was. 

0. We know approximately what 
it was. 

THE COMMISSIONER: We have a minimum. 

THE WITNESS: We have a minimum and 
a maximum. We know it was some place between 10 and 
2oeorvyes, mand thatetstatitwosand’a half. fold variation, 
and at least I don't have) anyvadeaswhereswething that 
range it really was. 

MRE. SHINEHOFT: © Fair comment, but 
we know it was at least 10? 

A. Righte tlewilt acceptdathat. 

0. And we know that after his 


death it was approximately 25.5? 


A. In post mortem samples. 

0. We know what his potassium 
levels were? 

A. Yes. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 6508 


TORONTO, ONTARIO (SHENEHOER) 
0. And we know what his BUN levels 
were? 
A. Yes, 
0. Correct? 
A. Ves. 
0. And we know a couple of other 


blood gases, creatinine and sodium and things like 
bnats 

A. Yes. 

0. Now if you were to change any 
of your assumptions with regard to the child Kevin 
Pacsai keeping in mind what we do know, would your 
opinion of his. cause of death change.or the category 
thet.vyouebavye placed ham change? 

A. Well, you would have to ask 
me about specific assumptions and how I was going to 


change them.] think. 


0. IL see. 

A Before I could respond to that 
meaningfully. 

0. I see. 

A. You see, I made certain 


calculations to calculate a minimum dose that might 
be possible. 


Me do this, my, pharmacokinetic 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 


TORONTO, ONTARIO (Shinehoft) 


assumptions did not impact on my decision as to 
whether or not the probability of the relationship 
of digoxin to his death - they were simply used to 
then say if indeed digoxin was related to his death, 
what is a minimum dose that might have produced this 
Situation based on these assumptions. 

0. But there are certain knowns 
that form part of your formula as well, and I just 
reviewed them with you, the ante mortem levels, post 
mortem levels and things like that. 

A. Rroiie . 

0), And I am saying could you 
formulate an opinion, just on that information alone 
without making these other assumptions? 

A. Which opinion? 

0. As to the cause of death or 
as to what category it would place him in? 

A. Well, if you are talking about 
the assumptions I made in terms of volume of 
distribution - are those the assumptions you are 
talking about? 

0. Yes. 

A. Because I am not sure that I 
understand your question. 


0. I perhaps have worded it badly. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, cr.ex. 
TORONTO, ONTARIO (Shinehoft) 
A. My assumptions were that 70% 


of the dose was absorbed, that he had an elimination 
halt LifesofPs0 hours7ethatedistributren’ equidibraum 
had been completed so the volume of distribution was 
10 metres per kilo; but there was an interval between 
the dose and death of 6 hours, and-that the serum 
concentration at the time of death was in the mid range 
of hour extremes, 15 nanograms per ml. 

0. Toususec4io° think? 

A. And an elimination rate 
constant of .0231. And then based on those I calculate 


a minimum dose. 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO, ONTARIO Kauffman ; cr ¥ ex ‘ 6 5 gt 
(Shinehoft) 
Ok Are those assumptions --- 
A. Those assumptions didn't 


have any direct relevance to my probability rating. 
They were simply used to try to come up with some 
ball park estimates of a feasible dose. 

Ore Sa_it tad, nothing to do -with 
where you rated this baby? 

yee NS) Lioton + need to cce 


through the dosing exercise to write this baby. 


from has chart? 

A. I didn't have enough 
information on any of these babies, but I worked with 
what I had. 

O% Thank vou, Doctor, 

A. But I based my rating on 
whatever information I had. 

SE Now, Doctor, you had given 
some opinions and the Murphy child was discussed 
with you yesterday and I believe you gave evidence 
at the Inquest of Gary Murphy? 

BS That 26 correct. 

Os I would like to discuss Gary 
Murphy and Kevin Pacsai because there seems to be 


some Similarities or some people think there are 


ale You had enough information 
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ANGUS, STONEHOUSE & CO. LTD. - 
TORONTO, ONTARIO Kauffman, Cr.e€x. 


(Shinehoft) 


some Similarities between the two. 

I would like to ask you about, in your 
Opinion, if there were any anatomical differences 
between the two? 

A. Well, there were extreme 
anatomical differences between the two. 

‘ols Ls ts your opinion or dosvou 
have an opinion as to whether these anatomical 
differences make it impossible really to make a 
comparison between the two? In other words, to use 
your phraseology, are you comparing apples and oranges 
when you compare Murphy and Pacsai? 

A. Well --- 

THE COMMISSIONER: Not his exclusive 
phraseology. It seems to me I have heard that 
expression before. 

MR. TOBIAS: I take some credit for 
thate 

THEY COMMIS oLONERSs Alt right, Mr. 
Tobias invented it then. 

MR. SHINEHOFT: Q. Can we compare the 
two I guess is what I am Saying. 

A. I cannot put those two patients 
in the same category at all. 


Tie Only similarities Chat I really See 


we? oid seemed eats iach ‘=e. 


i 


Suey te , i vouh SOX dan of O40) bio t 


0 Vette 


pay 


avunit.«S2 i ae) ii ono Ga vie choy ote AL ‘bias 
ous oils rival 


nan 7 


mexties Giaw oxeds) wile VA 
‘oud eas teaweod vyoniistilo Ladsneande 
oe aeey 24 st | 
fas i wadned seis umleny Oo ae: eign Ae wind 
tom of vileos did enn aL. Oolear neonades rkb 


rw wente (ht Toe? ane neewlied oon lagi 


7,6 oPan eyrpred iy A OoTn. + (uo lLeeserdg “ODY 


uscd Bam “iiqtUM wane Gy renttw 


Ee | 
y i 
re 


i sow 

inp igo cf com © OLR OD) Be 
moet advan! 1. air ag are mm .ypeheewaenmy 
sjdise naptethrate 


sod Ther eae Shi SATIN AM 


- 


liad 
en dots bee ea soe sa Lg 
tee scthonias awkaee 


dik asada ie nd. NO ao oe 


Do 


r ; 
v 


cd 0 jt aT 


esti Gu Hoan sy sence a ae iy. 


mt 8 a Sa each 8 vs 
om ieee 


i its ite se. ahi 


7 = 


soll ms 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. 6513 
TORONTO, ONTARIO Kalitcman cr ex 
v e e 
(Shinehoft) 


is that their post mortem serum concentrations were 
almost identical, and there was one other similarity 
that I can't remember - I think that neither of them - 
no I can't remember what it was now. There was some 
other minor similarity and I can't remember what it 
was. 

oy Did they both have renal 
failure? 

A. But I may have commented on 
it in my testimony. 

OF The BUN levels on both of them 
were --- 

A. Well, it wasn't very impressive 
on either one of them. 

gy Neither had renal failure? 

A. No, I couldn't see any evidence 
of renal farlurerinVveither*one orf them?" But’ theré 
were other major differences between them. 

Gary Murphy was six or seven months 
old; Kevin Pacsai was a few weeks old. 

Gary Murphy had severe cyanotic heart 
disease with a very complex anatomical abnormality. 
Kevin Pacsai had no anatomical abnormality, and when 
he didn't have his dysrhythmia he seemed to be 


oxygenating and having normal cardiac output as néar 
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ANGUS, STONEHOUSE & CO. LTD. Z 
TORONTO, ONTARIO Kauffman Tp ge aie 6514 


(Shinehoft) 


asijdacouldatei:. ¢romtreadingi hissrecord: 

Gary Murphy had a prolonged progressive 
downhill course with an irreparable heart defect, 
and the decision had been made not to take aggressive 
intervention but to keep him comfortable and let 
nature take its course. 

Kevin Pacsai was an apparently healthy 
looking baby but then got sick shortly for a period 
of time prior to his admission, and then almost died 
from a dysrhythmia that is described at least one 
place as paroxymal atrial tachycardia. 

ee Yes 

A. And went into shock.. But then 
once that reversed, things reverted to normal, by 
the time he arrived to Sick Children's Hospital he 
seemed to look, from what I can tell, pretty good for 
the next few hours until he developed an irregular 
heartbeat again. So I see many more differences 
between these two babies than I see similarities. 

‘OF So it is really impossible 
to make that analysis or comparison would you agree? 

A. I don't see them as comparable 
at all other than their post mortem digoxin 
concentrations. 


Os Finally, Doctor, there 1S some 
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ANGUS, STONEHOUSE & CO. LTD, 6515 
TORONTO, ONTARIO Keats fman cr ex zs 
v ° e 


(Shinehoft) 
1 
2 evidence in the chart of Kevin Pacsai that he after 
2 his gavrivalato the’ 1.C.U. went back into normal 
4 Sinus rhythm for a short period of time. 
5 A. YousneanvalLter p.hussinitiali=<~ 
QO. He was seen by Dr. Costigan 
; on the ward at I believe 5:30 in the morning and he 
i Was @Gvangrerred to 1.C.U. around .6 o'clock,, and 
8 apparently there is in the chart something to the 
9 effect that he went back into normal sinus rhythm 
10 for a period of time and no one really knows how short 
11 or how long that period of time is. 
re A. Tan woula.ahnaveutosrererstouthe 
chart but I do recall something where there was a 
i short period of a nodal or sinus rhythm described 
ue around that time.» I.would have to refer to his 
15 chart to answer you. 
16 
Wi 
18 
19 pe 
20 
21 
22 
23 
24 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman 
TORONTO, ONTARIO . 
eres. (Shinehort) 


I would have to refer to the chart 
to answer you. 

OO; Well, perhaps you could refer 
to his chart, page 66. Have you got his chart there, 
doctor? 

ree Yee;7L ammlooking at page. 66 
Of therenare, 

O% A 23-day old baby. 

A, veo. sure.) ethateis ‘thervicu, 
one hour later bradycardia, 2.to 1 block noted, 
prolonged PR. On leaving ward developed bradycardia 
down to 40, cyanosis, brief apnea, further episodes 
of bradycardia ana 3s tomiwolocks 

Q. Maybe it is not when he was 
immediately transferred. There is some indication 
ineone pllacepunieherchart, tandyiejust can! t find it, 
ieavtPieeont nucwraaksnd sor at, Doctor, and he went 
back for a period of time to normal sinus rhythm. 

Do you recall reading that in his 
cnare? 

A. I vaguely recall reading that 
someplace but I can't find it now in his resuscitation 
notes. 

O% Would that surprise you if the 


child had received -- 
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cr.ex. (Shinehoft) 


1 
HH 2 AS I'm sorry, there is a note on 
3 March 12 on page WO. that says ,?¢Chilothad Sinus 
4 rhythnilasteniget Pproblem begaieithis asm.".. 
5 OF Maybe? that's» ite 
P ve "X-ray reported normal, heart 
size plus‘no (something) edema, 
i arryhthmias noted, ventricular 
8 tibra lation, couldinotL ber revised, 
9 | 


no obvious underlying cause, agree 

with treatment." 

That must have been a note by one 
of the staff physicians. 

Q. Now, if the child had an 
overdose of digoxin, is it possible that the child 
could revert back to normal sinus rhythm for a 
period of time before showing signs of digitalis 
CORLCLLy? 

THE COMMISSIONER: After showing 
signs and before dying. 

MR. SHINEHOFT: Q. After showing 
signs and before dying. 

A. During hee cCoOurselot Loxic 
symptomotology. 

MR. OLAH: I think the reference that 


he is looking for is at the bottom of page 69. 
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ANGUS, STONEHOUSE & CO. LTD. Raliite eman 
TORONTO, ONTARIO . 
cr.ex. (Shinehoft) 


MR. SHINEHOFT: Thank you. 

MR. OLAN se lathink it Ls the last 
five lines at the bottom of the page. 

THE WITNESS: Okay, on page 69 at the 
bottom. 

MR. OLAH: - The second-last line, 
Blolek won as 

THE WITNESS: "During the evening 

the patient became bradycardic with 

2rom manda smEOsLaAZV blocke-fto the 

ICU, atropine was given, rate 

regular, sinus rhythm." 

And then they've got the high potassium and we are 
treating the potassium and then he went back into 
ventricular fibrillation apparently shortly thereafter. 

OS Yes, returned to sinus 
rhythm. 

A. So, he was doing a lot of 
different things during this time. He was having 
changing heart rate, he was having variable conduction 
block, he was reverting to a different kind of 
rhythm and eventually went into ventricular fibrilla- 
tion from which he could not be resuscitated. 

Q. Right. Does :‘the fact that 


this child went back into sinus rhythm, is that 
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ANGUS, STONEHOUSE & CO. LTD. Katte ina n 6519 
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unusual ina eter ed like this? 

A. i@cans answer it to the 
extent that it is consistent with some of the 
reports in the literature of what happens with the 
heart during digoxin toxicity and non-intoxication 
and I suspect that what isS-going on is that the 
digoxin has the electrical characteristics of the 
heart so deranged that you have multiple sites in 
the heart initiating depolarization so that you have 
changing blocks, changing rates and an extremely 
irritable heart, and it has been described in 
published cases occasionally that a part of this 
whole picture can include a brief time of what 
appears to be a sinus rhythm followed then by some 
more severe arrhythmia. 

So, atiideesn ti particularly surprise 
me, and it certainly doesn't suggest to me in the 
face of everything else that it is not digoxin 
intoxication. 

eh You wouldn't happen to have 
the reference to the literature? 

A. I would have to go through 
myn stackWofethedliterature whThishkind°of thing is 
describedian ecometorethe andividual case reports. “It 
Would bake me <aiwhide tol lLooktit-upt* bur. could do 


that sometime. 
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ANGUS, STONEHOUSE & CO. LTD. Kauffman, 
TORONTO. ONTARIO (Shinehoft 
0. But that d 


opinion, 2b didn @emesonews: 4 
A. No, becaus 
thislkdind gGippatternyinm deacribin 
Gigokin intox#eation, that, didn't 
me. 
MR. SHINEHOFT: dk 
Doctor, those are my questions. 
THESGOMMISSIONERS 
what is your position going to be 
MR. SHANAHAN: AS 
morning of the, loth mamanriccchnt 
THEyCOMMISS TONER: 
would your examination be? 
MR. SHANAHAN: We 
THE COMMISSIONER: 
MR. SHANAHAN: No 
suppose about a half an hour. I 


15 mintites but Deon etnias 


THE COMMISSIONER: 


Cr. Cis 


) 


6520. 


idn't alter your 


e of being aware of 
g the cases of 


particularly bother 


hank. you. very.much, 


NowyeMr.s Shanahan, 
on the~19th2 
I say, on the 
qduarnlerss: 
Well, how long 
bebe ss ats 

Quite a while? 
NO we Dh cia of 
would like to say 
Ls, 


Welle etion st 


thinkiwes fan <sspst whe-Woronto,. rush hour, 


Mos GCROMK =» Migs © 


make a suggestion, sir. Iwill s 


and see, what we. can work, oub for 


ommissioner, could I 


peak to Mr. Shanahan 


the 19th but we do 


have about: Ss minutes, and df that.4 Ss. allied se, Symes 


Oni i rae > a Ab 
— ene 


7 7 iy 


7 4 milo utes 4) ne, - , 

. | ae oe. ict itis . 
1 A Qaaeie tlneeeene te wal ends 
1 jot em tnod ty sucee 


: +f 


y 4 ' 
; SROs . 2O7H70O0 
( eA 
nasdy Wow 2b 34nw 
pW ge ‘ | 
‘ oA 
tnup Stotecn i208 ord Yo pa inton 
i) 
' rary.) 2a: t 
Lee i 
- | fed vohenivixe svoy bigow 
| 7 
; H w - t 
’ \ 
i mi } i’ (re 
; ‘ 
/ : pAWVA ,8M > Wey. ‘ 


) 7 it. hel DAM l. » Tew i Died a teods  seoague mt ba 
| yiliw 1 dain®e 2nob I dud mee © 


kc Ee 


— : ‘ ; 
‘ = " 4. «3 s? ¢ 4 eas 


} / eivot Heuy aenerct ers 3s yaldlaae 
| i dblweso ,tenoLesimned. at. sARGAD: .. tM 

, cml neti Mh oF AkeyE btiw. ay othe sO Laaep 
66 OW du 4 Mo @t ond 10% awe atow. tt oo ly 
momiya) oe iM Eis: tb ddd 32 cor tunam & ¥ 
L. sty nD hg A rd — < ween 


24 


25 


Kauffman Go2T 


ANGUS, STONEHOUSE & CO, LTD. 
TORONTO, ONTARIO 


is\ going to be may I suggest she finish it today. 

THE COMMISSIONER: Well, I don't 
think Miss Symes can finish in 15 minutes, that's the 
problem. I really want the doctor to get away ata 
quarter to five. 

yes ,U Mell Tobias?! you're anh trouble? 

Mie OBTASsEO Yes. Loemays noprhave.a 
problem at- all. TUE dldnibiantieipate that Miss Symes 
would be re-examining on the 19th. Certainly if she 
anticipates being anything more than a half an hour 
or forty minutes == 

THE COMMISSIONER: I am going to 
take times right now and hold people to them and we 
walee ory JkOusorte peopletoubsn Thescgirstatbang, 

Dr. Kauffman, I think, thank you very much, we would 
iticeeaous tongonows SL iimenok beingrrudex 

THE WITNESS: (OkayjolI wahblepack up 
and get ready to leave. 

THE COMMISSIONER: I don't know what 
thetDetroitirush honr, is*dikesbutyTorontonrushbyhour 
is god-awful and I think you should be on your way. 

THE WITNESS: Thank you. 

MR. ORTVED: Mr. Commissioner, I know 
how much you are going to welcome this but I have a 


matter of housekeeping of about two minutes that I 
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Kauffman, cr.ex. 6522 
ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO (Ortved) 


completely forgot about this morning. 

THESCOMMIGSIONER: «Yes. 

MK ..ORTVED: * May 1? 

THE COMMISSIONER: With Dr. Kauffman? 

MR. ORT VEDS (Yes, 

THE COMUMISS LONER: “Yes, all right. 
Some housekeeping that is going to be two minutes. 

THE WLoNBSot All right, 

CROSS EXAMINATION BY MR. ORTVED: 

0. Dre hanceman, 0m sorry, but 
this morning I just wanted to ask you very briefly 
about your reference on Exhibit 273 and 274 regarding 
Brian Gage. You will notice there under your heading 
Cause of Digoxin Intoxication oppoSite Brian Gage on 
both of those exhibits there is reproduced there the 
reference in the rating sheets to pre-existing 
intoxication due to prescribed doses, correct? 

A. Yes, 

0. What. 1 on behalt of the doctor 
wanted to ensure here, because I understand from the 
balance of your testimony that you are not suggesting 
that it was the prescribed doses leading to the value 
of 3.5 that killed this baby? 

A. _.No. What I was referring to 


in the wording is poor and that reflects my informal 
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JJT2.4 


2 handwritten notes at the time. What I was referring 
3 to was a baby who had an increase in his concentration 
4 consistent with an increase in the dose prior to his 


Getting into trouble. 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Kauffman, 
(Ortved) *) 


Cr. 


Hoe 6524 


hs API Vrvont, athat ts- al) 1 
wanted to cover off. Thank you, Mr. Commissioner. 
THE COMMISSIONER: ys - Ald right; thank 


you. | thank “you, then, Doctor . 
---Witness withdraws. 
THE COMMISSIONER: 


15 minutes and you will just have 


Gu ciat, 1s°all vou wild have 2s 
oth 

Now, Mr. Olah, how 
to be? 

MR. OGAH2> 2 would 


@ healt an hour, Mr. Commissioner. 


THE COMMISSIONER: 


Now, Miss Symes, 


to sort yourself 


15 minutes on the 


long do you expect 


expect to be about 


Miss Jackman? 


MS. JACKMAN: An hour. 

THE COMMISSIONER: Mr. Teper 

MR. LDABOW: 9A halt an hour, Me, 
Gommissioner. 

THE COMMISSIONER: All right. Now; 
Mo. sLObLas's 

MR. TOBLAS== Amalrt an nour, Mx. 


Commissioner. 


THE COMMISSIONER: 


two and three-quarter hours on the 19th. 


your - you don't need to answer this question but does 


Well now we have 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 6525 


your engagement take you longer than that? 

MR.SHANAHAN: My engagement: 

Sir, my commitment (isatd0o"clock tin the’ morning. 

THE COMMISSIONER: What sort of 
a commitment is it? 

MR. SHANAHAN: If we ‘were to start 
eurlyvyonrthat marningvon ithe 19th tand sl wasitto “be 
pemmittedto gotiirst. 

THE! COMMISSIONER: Well, what sort of 
an engagement do you have? 

MR. TOBIAS: I would advise you not 
to answer that, Mr. Shanahan, unless you have a very 
good answer. 

MR. SHANAHAN: This is getting to be 
very romantic. Said) lsesifaicly end simply,” sir). tombe 
imme (da tierenti provincia Wicourts) ar thetsane time, 
phe Old cuimnal lawyersostutt: 

THE COMMISSIONER: Well, are you 
counting this asione Gf the provineial, courts? 

MR. SHANAHAN: No. Lica ee hte 
provincial courts, Sir, in’ the old conuhdrum that 
cCheacruminalwilawyvers faces’ Titat were to start 
early; #512, thene. cCoulde--- 

THE COMMISSIONER: How long are you 


going:to be. 
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TORONTO, ONTARIO 


MR. SHANAHAN: I would think I would 
besls minutes to a half hour, that range. 

THE COMMISSIONER: Well, I am going 
to give you 22 minutes then. 

Well »what EI want to do .1s,_-L.want 
Po start in and Let Mr. Hunt and Miss Cronk have the 

afternoon but it is conceivable that we could - I 
topeett these provincraLicouris don Letunoitoneia 
the vatternoon,.or do they? 

MS. SYMES;: They don't function at 
any time. 

MR. SHANAHAN: There are people here 
from the Crown Attorney's office, so, I won't give 
any Secrets:, 

| Now, you see, at the other end, sir, 
Peowic Piao lisgt sleawould probably be .reacheo Here 
andmtiat LSosrealtlwenmy worst time.out.there, If 
apologize. 

THE COMMISSIONER: Well, no, why don't 
We. DUG VOU Onwak ==> 

MRiaeS HANAHAN? selbeledot Stasted eaaiy 
here then I would be out of here. 

THE COMMISSIONER: Well, could you go 
Oneat ce xHLag, 


MR. SHANAHAN: That would be perfect. 
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ANGUS, STONEHOUSE & CO. LTD. 6527 
TORONTO, ONTARIO 


THE COMMISSUONER: 255 then, OF 


Have you any thoughts on how long you 
will be? 

MR. HUNT: I wotld think about an 
hour tO an hour and a hall. 

THE COMMISSIONER: Well, I think what 
we will do is, we will give Mr. Shanahan 20 minutes 
in ¢he afternoon. You can be here by 2415 without 
any trouble? 

MR. SHANAHAN: I might Say too, Sir, 
that I am going to speak to Miss Cronk because there 
may be a lot of areas here that - I just won't say 
any more but she may be able to carry the load. 

THE COMMISSIONER: Well, all right. 
We will worry about that. But in any event, I am 
going to ask all of you to complete and Mr. Tobias 
if you are the last on the list you will have your 
full half hour anyway so that we may have a chance 
at l2:30 to complete. I am going to have to hold 
people to the times because we have no control over 
this witness at all. If he doesn't want to come back 
there is just no conceivable way that I can force 
him to come back, and we are grateful that he has 


come back. Now, that being the case, we are not 
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ANGUS, STONEHOUSE & CO. LTD. 6528 
TORONTO, ONTARIO 


sitting Monday morning because of the Council of 
Judges. We will sit at 2:30 on Monday. So, we will 
rise until 2:30 and then Dr. Hastreiter will be here 


at 2:30 on Monday. 


---Whereupon the hearing adjourned at 4:40 until 
Monday, the 5th day of December, 1983 at 2:30 p.m. 
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